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PROCEEDI NGS
OPENI NG REMARKS

DR. SHAPIRO | would like to call today's
neeting to order. Let ne just spend a few m nutes
revi ewi ng our agenda for the next day or two that we wll
be here i n Washi ngton.

First of all, let nme begin by thanking al
menbers of the comm ssion who were able to nmake it today.

We have a pretty intensive schedul e of neetings,

i ncl udi ng anot her one which is only about 15 days from
now in Canbridge, and I want to thank you for naking tine
for this joint effort.

Turning to our agenda, we will be spending
maybe all of today discussing various aspects of our stem
cell report, just use a quick way of describing what it
is, so we really will have all of today, both this
norning and this afternoon, to discuss issues that are
still outstanding with respect to that report.

My objective is to mail this report off to
the President after our neeting in Canbridge in July. |
have forgotten the exact date. The 13th and 14th. That
nmeans we have to resolve an awful |ot of the issues today
with | eaving sone issues |eft over for what we can
conmuni cat e between each ot her between now and the

Canbridge neeting and finally at the Canbridge neeti ng.
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W really cannot allow ourselves to go beyond that
nmeet i ng.

That is a comm tnment, we have to -- that |
have made to the President and we have to live up to
that. So we will have to cone to closure on these issues
and | think that is quite achievable.

In fact, | hope we will cone to closure on an
awful |ot of the issues but perhaps not all of themtoday
and we have sone tinme tonorrow afternoon also to | ook at
sone issues after we have had a chance to think things
over, overnight. Tonmorrow norning we will go to the
ot her agenda itens.

As you | ook at your agenda, tonorrow norning
we will be |looking at the federal oversight activities.
And al so the report to the Advisory Cormittee to the
Director of the NIH, we will have a report on that

tonorrow norning. And an update on our report on the

oversight issues. And then we will return to what issues
are still in front of us regarding stemcells at that
time.

So we have -- we should -- we have a | ot of

time allocated for our discussions around this report and
an awful lot of issues to discuss.
Now t he way | woul d propose that we proceed

today is | amnot going to ask the comm ssion to go
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through this report, chapter by chapter, at this neeting.

I think there are substantive issues which we have to
address and we ought to turn our attention to that.

I know that some of you have received the
| at est version of this report just on Saturday or
depending on if you were traveling you may not have yet
have even received it but there are substantial changes
between the edition -- the version we sent out
approxi mately ten days ago and the one we sent out three
or four days ago. And for those of you that need a copy
i f sonmehow your travels did not enable you to get the
second copy | amsure we could find a way to get you a
copy today.
We are very anxious to get fromthe

comm ssi on nmenbers any suggestions they have regarding
the particular chapters thensel ves, editorial suggestions
of any kind, plus any substantive issues. |, nyself,
have noticed even in the |latest versions there are a
coupl e of places where, in fact, the report is wong, it
is just a msstated. Qur position is sinply msstated
and so | ask you all to go through that extrenely
carefully as we will do and as | will do, and | spent
nost of yesterday going through the second version, and
still find sone issues which need to be addressed.

But I do not want to get bogged down today
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into various kind of editorial suggestions, inportant as
they may be. | would nuch rather focus on the
substanti ve issues.

So | have made a list nmyself of six issues
which I want to discuss explicitly with the conm ssion
and then, of course, we will go to the chapter six where
we can | ook at particular reconmendati ons and through
that discuss other issues that will come up at that tine.

I think that is the nost effective way of
getting resolutions on any issues that m ght separate us
and then we can focus on just how we want to structure
the report, whether the current chapters ought to appear
in that order or sone other order, or whether current
chapters four and five ought to be coll apsed into one
chapter, and whether chapter -- | guess it is chapter
three now, which is the ethics chapter, ought to be
chapter five and so on and so forth. Those are al
significant issues but not issues which | want to put as
a first priority to discuss today.

So let me indicate which issues | want to
specifically revisit before we even go to the
recommendati ons just to nake sure that we understand
where we are and so the report witing can proceed.

I will just list themin no particular order

of inmportance just to give you a sense of the issues that
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| would Iike to revisit with you and then | will turn to
Eric to see if he has any other issues to pass on to the
comm ssion and then we will go directly back to those

I ssues.

The six issues that | want to di scuss even
before we get to the recomendati ons thensel ves are, one,
what it is we are going to say in this report as opposed
to what we said in the letter that we sent to the
President last -- about six nonths ago regarding the
human- ani mal hybrid issue. Again just to talk in
short hand about these matters.

The current version of the report sinply

reiterates in a rather terse and offhand -- | woul d not
say offhand, but rather terse fashion. It says, "Here is
what we said.” Now that may not be as sufficiently

responsi ve and we want to deci de where we really stand on
this issue and, in particular, how we want to put that in
this report.

I want to secondly revisit the issue of the
way we have divided the sources of enbryos in this
report, that is we have those enbryos, for exanple,

created solely for research purposes, and we suggest

treating those in one way and those -- and ot her enbryos
fromother sources in other ways. | want to revisit that
to make sure that is central to our discussions. It has
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been central to our discussions all along. | just do not
want to |eave it -- you know, nake sure that we have
explicitly addressed that and remain confortable. After
all it is discussion with that distinction.

The third has to do with the oversight,
national oversight and review. It has an acronymin the
report, | guess, of NSCORP but anyhow what ever nane one
gives it. There are two critical issues to discuss there
innmy -- there may be nore but there are at |east two.

One is that as the recommendations are
currently witten in the current version of this, the
national oversight and reviewreally is two paralle
revi ew nechanisns in the foll ow ng sense:

That the protocols using naterials derived
fromfetal tissue really -- if you | ook at those
recommendations carefully -- flowinto the current
over si ght nmechanism nodified and anplified sonmewhat as
we have suggested, whereas only those that deal with
mat eri al derived from so-call ed excess enbryos go to the
new nati onal oversight.

That may be an artifact of just the way these
were structured and it would not be a big job to change
that so that all, let's say, went through NSCORP and I
want to explicitly review that with you to see what the

comm ssion would like in that respect.
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The second issue has to do with the nationa
oversight, is what criteria this oversight is expected to
consider. 1, nyself, do not find satisfactory the
| anguage that is currently used in the draft of chapter
si x which tal ks about rather broadly speaking soci al
i ssues which nakes nme really rather unconfortable and
whether it is -- | have forgotten the | anguage used --
worthy of, or something |like that, federal support.
Anyway it seened to ne to be | ooking nuch nore at a
priority issue than an ethical issue and I, nyself, think
this needs to be clarified and we have had sone
di scussions of that and I want to return to that today.

The fourth issue is not an issue discussed
before but it has been very much on ny mnd and I want to
-- | have sonme ideas on it and I want to see where the
comm ssion feels, and that is the question of the
i nternational novenent of these novenents. And for us, |
think, the issue really focuses on what, if anything, we
want to say about materials of this nature that m ght be
i mported, that is sourced abroad, and what criteria those
need to -- we want to lay down in that area.

| have sort of a rough idea of what | cal
i nternational equivalents, that is it ought not to natter
where it cones from Qur criteria are what they are and

they have to be set aside no matter where they conme from
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but | mean that needs sone explicit discussion.

The fifth and probably perhaps the easiest
one of these to deal with is paynent issues. You may
recall that in chapter six of the current version the --
it suggests that there be three different |evels in which
activity may be involved and asks for restrictions on
| evel one, if you recall, and no restrictions on |evel
two and three.

I, nyself, find that really rather
probl emati c since there is no guarantee of any kind that
these units woul d be separate from each ot her and,
therefore, it is an arbitrary issue of transfer pricing
and it does not seemto get at the issue. I think it
al so be a level two detail for this report but in any
case we need to discuss it to nake sure we understand
what nmessage we want to send in this respect and then we
can worry about articulating it.

Finally, there is an issue which | know has
received a |l ot of discussion, and that is the issue of
di sti ngui shing between use and derivation. M own view
is that the |anguage that at |east we have used in sone
of our versions is in some sense unfortunate in the sense
that it has been interpreted not unreasonably given sone
of the | anguage we have used as saying that there is no

et hical distinction between use and deri vati on.
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I can only now speak for nyself on this
i ssue, not certainly for the conmi ssion, and that is
certainly what -- was not what | was thinking as we were
tal king about this. | think that is not the rel evant
i ssue, whether there is an ethical distinction between
use and derivation. The issue is whether both these
activities should be eligible for federal funding,
whet her or not there is an ethical distinction between
them but we need to revisit that together so that we can
under stand how we feel.

Now | have nentioned these six points because
as | think about drafting -- helping to draft the fina
report, | really need to understand where we stand on al
of these before I can really in ny view feel satisfied
with it. There may be other issues which other
comm ssioners will want to bring up.

So if there is no objection we will just dea
with these issues and begin our discussion with these
i ssues and then see if there are others of substantive
i ssues of this nature which the comm ssion wants to
di scuss but then go to the recommendati ons and just go
t hrough t hem one by one and see how we want to alter them
and which ones we find acceptable and which ones we do
not, so on and so forth.

Yes, Larry?
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DR MIKE: WII|l we have an opportunity to
make sone general conments about the report before we get
into that because | have sonme concerns about the current
draft of the report so | do not want to go directly to
the recommendations. | would |ike to be able to say
sonet hi ng about those before we go into the
recommendat i ons.

DR. SHAPIRO Fine. That is okay. | just do
not want -- | have no problemw th that at all

DR MIKE Not editorial.

DR. SHAPIRO | do not want to get bogged
down with that. W need that -- we need the hel p there.

It is not that we do not need help fromthe
comm ssioners on that. W need help. | just do not want
to use our valuable neeting tine for that. | would Iike
all the comm ssioners to do what | have done, only do it

even better, and that is that | really extensively narked

up ny current draft, and will give that to the staff
before | | eave so that we can -- they can take whatever
benefit there is of that. | hope as nany ot her

comm ssioners as possible will do that as well.

Certainly we can seek to deal with genera
issues. So let's do that just before we get to the
recomendat i ons t hensel ves.

Rut h?
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DR. BACKLAR The remark that | would like to
make -- do | have to press sonething?

DR SHAPIRO  No, you are on.

DR. BACKLAR: Even though this is not -- the
remark | amgoing to make will only -- the issues that
you have di scussed woul d need to be discussed first but I
am concerned about one thing, and | nentioned this to
Eric, and that is that we early on in the report refer to
Pat King's remarks about overl appi ng opi ni ons and
consensus and we never in the report actually | ook at
that. W never say, well, this is where these opinions
overl ap and that was anot her issue.

We are not tal king about overl appi ng
consensus. W are tal king about overl appi ng opi ni ons and
then you get consensus. It seens to ne that if you are
going to wite a report like this you are going to have
to show t hat sonewhere where you do have that. That is
all.

DR. SHAPIRO Let's -- we can deal -- you
know, we ought to take advantage of all such observations
and that woul d be extrenely hel pful.

Eric, do you have anything you want to add at
this tinme?

EXECUTI VE DI RECTOR S REPORT

DR. MESLIN. The only thing is to informthe
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conmi ssi oners that we do have another staff nenber
joining us. Behind you is Dan Powell, who is an

under graduat e student joining us fromPrinceton, who wll
be with the conm ssion's staff for the rest of the summer
and we are delighted to have Dan with us. There will be
sone ot her staff announcenents at upcom ng neeti ngs.

DR. CAPRON. A question?

DR SHAPI RO  Yes, Alex.

DR. CAPRON:. Understanding that we are not
going to go through the report piece by piece, there are
a nunmber of topics in the recomendati ons which are not
included in your list of six issues. Do you plan to go
t hrough t he concl usions and reconmendati ons in addition
to those issues or do you want --

DR. SHAPIRO Right, absolutely. Yes. And
do not nmean these to be a discussion to be restricted to
these. | just want to get to these six now There nay
be others we want to add to it and then we will go
through all of the recommendations. These are just siX
that canme to ny mind as | read through the report. That
is all.

DI SCUSSI ON OF DRAFT REPORT

DR. SHAPI RO kay. Let's begin and we
will just begin with the Iist that | generated and see

wher e peopl e stand.
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The first one, | am going use shorthand in a
| ot of ny discussion today so | will just call this the
"“human- ani mal hybrid" issue. It is ny own view that this
is too tersely dealt with in the current version and that
we have a responsibility to say sonething nore than we
have said so far but I would be interested in how ot her
conmi ssi oners feel about this.

Larry?

DR MIKE: | read those as separate issues.

| thought that the very short letter that was sent early
on about that issue was the end of it. And then the
second question was they had spent a whole |ot nore tine
on the stemcell issue. So | do not really see the need
for us to get into any greater detail on hybrids because
the i ssue does not seem so much -- we are clearly
separating the issue about chinera human bei ngs fromthe
i ssue about stemcell research

| do not want us to start wandering through
t hose areas because that is a whole other topic.

Anyt hing along the Iine of the animal - human hybrid at
what ever |evel of cells seens to be able to be covered by
our discussion about the enbryonic tissues as well as the
stemcells so it would just be a subset just |ike somatic
cell nuclear transfer is just a subset of creating

enbryos for research purposes.



© o0 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

14

DR SHAPIRO. O her comments?

Carol ?

DR. GREIDER. | guess | agree with you that
it conmes very quickly and then is not really dealt with
again. Although | agree with Larry that we sort of dealt
with this early on, it does cone up as a source of stem
cells and it mght be better to point that out throughout
the report rather than, you know -- or be nore explicit
of that, that people are tal ki ng about using that source
as a source of stemcells.

DR SHAPI RO  Davi d?

DR. COX: So | agree with both comrents that
were made. | think that my primary comment is that |
think that this issue of the human-ani mal hybrid tends to
confuse the issue in ternms of the stemcells. And
although it is stated that human-ani nal hybrids are a
source of stemcells, I, for one, amextrenely unhappy

with quoting New York Tines newspaper articles as the

basis of scientific fact. | feel so strongly about it
that | really would object to that being included in the
report as a basis of scientific fact.

On the other hand, to point that -- to nake
that point that although it has been stated that this
procedure is a source of stemcells, the evidence for

that does not exist in my view, scientific evidence, and
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to also point out that to do this would involve the
creation of enbryos for research purposes, which as we
come to point nunber two, | think -- to lay out that that
is the context that it would be in.

But to summarize, | think that Larry is
right. 1t confounds separate issues. It nakes -- the
i ssue of stemcells is conplicated enough w thout dealing
wi th human-ani mal hybrids. And to clarify the point of
why they shoul d be separated because right now there is
no evidence that this approach -- evidence by ny view
that this approach has been successful at making stem
cells and that it would require maki ng enbryos for
research purposes, and leave it at that.

DR. SHAPI RO Bernie?

DR. LO If | can make a sort of nobre genera
comment, which | think this specific topic illustrates,
one of the problens, one of the challenges we face at a
certain point, |I think, is the -- we need to focus on the
bi g i ssues and not spend di sproportionate tine on m nor
or side issues.

So in that spirit | would support what I
think Larry and David were saying, not to get into
sonet hing which right nowis not that inportant and
really I do not think is the major source of concern.

My second point is that I think that we need
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to be very clear that we are tal king about policy issues
that have to do with federal funding, not the sort of --
the underlying ethical problens of would it ever be
ethically acceptable to have this kind of research

| think the nore we can sort of focus on the
policy |level of what is appropriate for federal funding
and not get into ethical issues which we are not asked to
deal with -- | nmean, there is nothing, | do not think,
that is going to stop a private corporation fromtrying
to do that and we may have ethical concerns about that
but I do not think that is necessarily the topic of the
report and that | think is what drives a |ot of the
i nterest here.

You know, boy, if you could do this or if you
could do that, you could -- would that ever be acceptable
and | think that is a different report than what we
should be trying to wite.

DR. SHAPIRO Let ne tell you what ny own
thinking on this is. The |anguage we used in that letter
-- that letter, of course, was witten as thoughtfully as
we could in a very big hurry. W had to get -- to
respond within a day or sonmething. And | amvery
satisfied with the letter. On the other hand, the letter
uses very strong | anguage. It uses, "In this connection

shoul d not be permtted.” It does not say should not be
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eligible for federal funding. It says, "Should not be
permtted.”

| amtrying to decide in nmy own mnd whet her
| feel it is appropriate to | eave what we have to say to
that. That is about as strong a statenment as you can
make. And in trying to think this through | need sone
hel p from sonme of you who are certainly nuch nore
qualified to talk about this than | am

As | try to think it through | inmagine a
situation in the future sone tinme when let's say we know
a lot nore than we know today about just how hunan
devel opnent takes place in its various -- inits early
stages when we know a | ot nore about how the mtochondria
and other -- and egg and the sperminteract, and how t hat
nessage systemrel ates and supports each other. And
when at that tine we know a | ot nore about that and woul d
| still be happy with the "should not be permtted,"”
which is a stronger statenment than "federal funds shoul d

not be used."

And again just speaking for nyself, | do not
know what | would feel. It would depend on the nature of
the scientific evidence at that time. | agree with David

that we do not really know what has happened here yet.

And certainly the New York Tinmes would tell us. No one

has told us. Not only the New York Tines.
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So we cannot -- but as | think about it in
relation -- and | do not think we should spend a | ot of
time in our report on it either but as I think about it
in relationship to the report, as Carol has said, this is
anot her source -- potential source. W do not know if it
is a source because we have not characterized whatever it
is that is produced here in a way that -- at |east as |
understand it. You can correct ne, Carol and David.

But it is a potential source.

But in any case it would be what we have
call ed research enbryo even if it was a source. W do
not think this should be eligible. If we stick with that
distinction this would just fall into the category of
things that are just not eligible for federal funding and
that is where we stand if that is how one feels about it.
That is how!| was trying to argue it through in ny own
head.

Al ex, Bette and then Eric.

DR. CAPRON: | think Bette was --

DR. KRAMER: That is all right.

DR SHAPIRGO | do not know who was first.

DR. CAPRON. | will wait. | will yield to
the lady from Virginia.

DR. KRAMER: | can understand that what you

are not confortable with is the absolutely phrase "shoul d
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not be permtted.” So as | looked at it, it seened to ne
that it was sonmething that ought to be di scussed as one
of the possibilities of scientific investigation in the
science chapter. It could then be referred to when it
was appropriate in the follow ng reconmendati ons, as we
di scuss possi ble future devel opnents and how future --
how t he possibility of future advances ought to be
handl ed i n the scope of the general reconmendations that
we are setting out in this report.

DR SHAPI RO Al ex?

DR CAPRON: | have a sense | mi ssed
sonet hi ng because I was not at the Mam neeting when the
letter was drafted but | thought the letter was nmuch | ess
controversial than you are presenting it right now \at
was not to be pernmitted was the creation of a child
through this nethodology. That is fully consistent with
everything we say even if it were a hunan egg and not a
cow egg. So that does not seemto nme is the topic of
this report. That was the cloning report.

And it seens to nme that at other points in
the letter you say these fusion technol ogi es have nany
uses, some of which are valuable. | think we are then on
the ground that Carol and David have sketched out, which
is it is not yet established that this a source of stem

cells.
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If it were a source of stemcells there would
be scientific questions as to whether the stemcells
woul d be as useful for the many other scientific or other
uses as ones derived w thout hybridization but we do not
know that yet and there is nothing in principle that
woul d say that that is -- raises problens different than
the ones we deal with in this report, which, as David
said, imedi ately becone the creation of an enbryonic
line for the purpose of harvesting the stemcells.

So | amsatisfied with what we do with it
although it is very brief at the beginning of chapter one
and then the appendix Awith the letter.

But have | m sread your "should not be
permtted?" | thought it was restricted to the creation
of a child.

DR. SHAPIRO | would have to go back and
check to be honest with you.

DR. KRAMER: That is what it says.

DR. CHILDRESS: | think it does say that, in
fact. W do have it in the packet. As | |ook at section
three it looks as though if this line of research does
not give rise to human enbryos we do not believe that
ethical issues arise and so forth. |ndeed, we see
certain possible advantages of going in this direction

wi t hout the need to create human enbryos at sone future
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poi nt .

DR. SHAPIRO (Ckay. So as | understand where
we want to cone out on this, it is -- my own view of what
| amlistening to here is would cause us to add a few
sentences to this report, various possible -- not to
change anything, which is -- would be fine with ne.

DR. CAPRON: And not, in effect, to anmend the
letter.

DR SHAPIRO No, | do not want to amend the
letter.

DR. CAPRON. Well, 1 thought you were saying
that that | anguage was perhaps too absol ute.

DR. SHAPIRO No, | was trying to just point
out -- excuse ne if | was msunderstood. | was just
trying to point out that trying to figure out whether we
wanted to say sonmething really strong or not. That is
what was on nmy mind. And ny viewis that | amperfectly
confortable with what Carol and David had to say. | am
not confortable with -- however, with just -- | think we
need to say a little nore in the report but it is in
terms of sentences. It is not in terns of chapters. W
have to say nore to -- and maybe sone of the kinds of
things that Bette said mght be hel pful as well.

kay. Let's go on to the next one. W have

been maki ng the distinction all along in our own
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recommendations, it is perfectly well reflected in the
report, between enbryos or material -- between research
enbryos, we m ght just use that, and ot her ways of
deriving these kinds of materials. And | just want to
make sure everyone is confortable with that. That has
been a part of what we have -- we have been on that path
for a long tine. But nevertheless this is a tinme when we
are going to decide once and for all, you know, whether
that path is right.

W will have to think about just how the
recommendati ons read but does anyone have any concern
about that distinction?

Carol ?

DR. GREIDER. So you are tal king about the
there different distinctions. One being derived from
fetal tissue. Two being spare enbryos. And three being
creation for research purposes. Because | do have sone
concerns just about the | anguage and the ways things are
stated in the third category of the creation of enbryo
for research purposes, and that has to do with sort of
t he | anguage and how things are structured in that
sentence, in that section.

And, specifically, it gets to the issue of a
statenment that is made in chapter six on page 19 that the

i ssue of somatic cell nuclear transfer and that creation
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of an enbryo by -- the product of somatic cell nuclear
transfer is clearly a human enbryo. | think that that is
a statenent that is perhaps too strong and | know t hat
this is -- we have gone around about where we are going
to put somatic cell nuclear transfer.

But | would feel nuch nore confortable
stating that it is highly likely to be or is very likely
or is thought -- you know, evidence woul d suggest that
because | think we do not know scientifically -- we do
not want to have people who do the experinment to know
whet her that is a human enbryo or not. The only way to
do that is to create a hunman

And so given that | think that the structure
of having the issue of somatic cell nuclear transfer cone
before in vitro fertilization to generate a human enbryo
is backwards. Cearly generating a human enbryo by
fertilizing with a spermand an egg is creation of a
human enbryo. So I think we should deal with that issue
first and then put the somatic cell nuclear transfer
second and not state in such strong | anguage that we
believe that this really is a human enbryo becasue there
has been sone debate. | would not want to get into those
i ssues about whether it is or is not but I do not think
that we can state it as clearly as we do that it is.

Then the third thing woul d be very careful in
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the | anguage in dealing with that that we are talking
specifically about taking a diploid nucleus and putting
it into an enucl eated oocyte because somatic cell nucl ear
transfer can refer to a |lot of other kinds of activities.
It does not have to be transferred into an oocyte. It
could be transferred, for instance, into a stem cell
You could create a stemcell first, take out the nucleus,
and then put in another nucleus. That would still be
somatic cell nuclear transfer.

I do not think that we are very careful in
t he | anguage here to distinguish between those
possibilities.

DR. SHAPI RO Thank you. | do not have any
trouble with that. That is very helpful. W want to
wite this as accurately as possible. Fromwhat |
understood, Carol, | quite agree with everything that you
have just said and that is also consistent if | have
under st ood what you have said with the distinction
think we are attenpting to make here and so | am
perfectly confortable with it and we will certainly work
hard to get that.

DR CAPRON: Could I ask, Carol, do we know
whet her the last possibility fromaniml work is
f easi bl e?

DR. GREIDER. | certainly do not know the
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answer to that question. However, | think it is probably
going to be the first thing that is going to leap to a
| ot of scientists' mnds especially if one says that it
is not appropriate for federal funding to take an
enucl eated oocyte. Certainly it would be the first thing
that I would -- that would leap to ny mnd. | do not
know of any published experinment that has done that. Not
that | know of. That does not nean it has not been done
but I amcertainly not aware of it.
DR. SHAPIRO O her comments or questions?
Ber ni e?

DR. LO Going back to the bigger issue of

the sort of tripartite organization, | think that is
sonet hi ng we have tal ked about. | certainly support it.
| think the consensus we reached -- | think Carol's

comments are really hel pful

| wanted, again, to sort of voice my concern
that we have not really net the chall enge of addressing
the issues on the level of federal funding for sone
| evel s but not for others. Mst of the -- | think we
have not really integrated chapters three and six and I
am concerned that sone of the conclusions in chapter six
not only are not built up -- are not led up to by chapter
three but chapter three actually reads in a different

di rection.
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| amreally concerned that the argunents in
chapter three again are philosophical argunents. Are
there ethical noral distinctions between A, B and C? And
that question is, is there an ethical warrant for funding
of some of A, B and C but not all of Al B and C? And
there are prudential pragmatic issues about addressing --
going slowy, preceding with caution to use the Canadi an
| anguage, which | |ike very much, which I think we really
need to devel op because the argunments in chapter three
are not, | think, going to be a persuasive conpelling
argunment for the conclusions we reach and we need to get
a better foundation for that. It is a challenge, I
think, we really need to try to address.

DR SHAPIRO Eric?

DR CASSELL: | would not |like to see us be
too narrow about sinply federal funding. Although we may
revert to that and say specifically federal funding, we
shoul d not preclude ethical argunents on a w der basis.
For one thing, if we do that on this narrow basis we are
tal ki ng about today only and the docunent does not offer
gui dance for people in the future. Al so, | think we
have nore to offer than that around this table and I
think we shoul d use our expertise nore broadly.

DR CHI LDRESS: | do not know whether this is

the appropriate tinme but I would like to pick up for a
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nmonent, if | could, the comment that has al ready been
made about the relation of three and six, and | do think
that a lot of work is needed there in order to bring the
two together in a way that is coherent but that al so can
present to the public and to policy makers sone sense of
our westling with these issues. | think in one of
Bernie's e-mail comrents he noted that there was really
no sense here of the kind of dilenmma that nany peopl e
experienced in this and | think a sense of that kind of
wrestling sonmehow gets washed out in chapter three and
then chapter six becones much too detailed inits

di scussion so that | find nyself losing the thrust.

So if we can keep our big questions in mnd,
and there may be sone debate, | tend to go along with
Bernie on the view that federal funding is the thing we
have to keep forenost and sonme of these other issues are
secondary to that, and nay have to be addressed as part
of our effort to deal rigorously and helpfully with the
question of federal funding. But if we keep in mnd
what our fundanental task is and | et sone of these other
things fall into place accordingly then perhaps we wl|
have a report that will really do what we want it to do
and acconplish its ends.

DR. SHAPI RO Anything further on this sharp

di stinction that we have drawn between research enbryos
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and other material?

DR. CAPRON. | perhaps | ost between the
comments of Bernie and those of Eric the train of thought
because it seened to ne that the thrust of what Bernie
was saying was that we were not restricted to talking
about the funding issue and he thought that sonme of what
was in three had nuch broader inplications and then Eric
it seemed to ne took that the next step and said, indeed,
if we want to be hel pful to people in the future we
shoul d be grappling with those issues.

Jims conmment was cl oser as he began to what
| thought the report was about, which is about the
federal funding issue. In other words, | do not actually
see any concern being raised that as with the cloning
i ssue our comm ssion would be in a position to say there
shoul d be statute passed at the federal and state |evel
prohibiting any of this. 1In the absence of that
prohi bition then we are tal king about activities that we
can expect and we already gather between the work by
Anerican Cell Therapies and Geron and so forth is going
f orward.

So the real issue is does it go forward with
federal support and with federal scientists involved?

Now t hat being the case | agree with Bernie's

e-mail, which Jimal so endorsed, that we have to make
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cl ear why federal funding has any noral inperative to it
that a prohibition on federal funding would defeat or
woul d underm ne that inperative to be able to have this
work go forward in the way that other inportant work does
but I still see the federal funding as the major issue.

Now i s that what we are all saying because
for a while | thought Eric and Bernie were pushing us in
a broader direction and I do not really think we should
get into too nmuch of a broader discussion nor do | think
the oversight mechanismthat we are tal king about having
set up -- while we need to give it sone gui dance and
criteria, and you cone to that |ater as one of your other
topics, | see that still in the context of at the future
woul d steps arise with -- would occasions arise where the
federal funding woul d be extended to other categories of
the creation of stemcells? Not a general question of
shoul d there be prohibitions or should there be sonething
el se on this?

DR. SHAPI RO  Rhet augh?

DR. DUMAS: | tend to see it just the
opposite. It seens to ne that our mgjor focus is on the
et hical issues and the inplications of the use of stem
cells. And that the issue of federal funding then
foll ows from whatever we woul d recommend or determ ne

with respect to the ethical issues.
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So I would not put the federal funding as the
first priority for this group but rather the ethica
i ssues as the priority and then the federal fundi ng would
follow fromthat and it rai ses a question of whether or
not we woul d believe that although certain -- we would
recommend that certain research would not be federally
funded that it would be okay to do, and | do not think
that i s what we are sayi ng.

Does t hat nmake sense?

DR. CAPRON. You said we would not get to
t hat issue?

DR DUNMAS: Huh?

DR. CAPRON. W would not get to a statenent
as to whether or not this work, although not federally
funded, would be okay to do?

DR. DUMAS: Well, see, ny concern is if we
are going to look at the ethical inplications and we do
not believe that certain kinds of -- that we are at a
stage to support a certain kind of research as ethical to
do then the -- then we are not recommending that it be
done. W do not have any control over what happens in
the private sector. W may not have control over what
happens in the public but what would be foll ow woul d be
that based on the inplications -- the ethica

i nplications that the governnment woul d deci de that they
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are not going to fund that kind of research.

DR SHAPIRO Bernie, and then Carol ?

DR LO Well, let me try and clarify what |
tried to say earlier because | think I nay not have been
clear. W were asked sone very specific questions to
comment on and | think it is our duty to give
recommendat i ons on those questions, which really had to
do with federal funding. Having said that, | think
clearly we were asked to give the ethical rationale for
those recommendations. To that extent | definitely agree
wi th Rhetaugh that we should | ook at the ethical
argunments and construct the strongest possible argunent

for the concl usi ons and recommendati ons we choose to

make.
My concern is that when | read chapter three
and then read chapter six, | do not see that connection.
In fact, | think it goes the other way. In chapter

three, if I were to ask ny students to coiffure out the

| ast part and based on what you just read tell ne what

t he reconmmendati ons ought to be, we would sort of |ike --
in chapter three there are not a whole | ot of

di stinctions between different categories, which in
chapter six we turn around and say we are going to fund
this one but not that one.

| think it is that sense of di sconnection
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that bothered me a bit. | think we need to cone up with
an ethical rationale for the conclusions we reach. Now
we sort of went about it in a way that let's see what we
can agree on but then there has got to be an ethica
rationale for that agreenent. | do not think we have
really articulated it yet in chapter three. | think it
is really inperative we try to do that.

DR SHAPIRO. Carol ?

DR. GREIDER In response to Rhetaugh, | read
this whole report as being very limted to the issue of
federal funding for these issues and | apol ogi ze | have
not been here for the last two neetings but when | read
it, it looked like it was very narrowWy focused and | was
not exactly sure where that cane in.

Now i f we were to address the issue of the --
all of the ethical issues irrespective of funding, |
woul d have a very different feeling for the
recommendations. | would not conme out in the same place
that | do.

So that would shift a lot of the issues so |
think it is inportant to know what we are really talking
about recommendations for and also | think that because
of that we should be very careful in the report to state
what the inplications are for saying that we are going to

support or not support federal funding.
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For instance, if we do not support federa
funding for a particular area we have to recogni ze that
it is going to go on in the private sector and what are
the inplications of the fact that these things will go on
in the private sector and that you are not allowing in
federal oversight because it is not supported by federa
funding. And | think that we ignore that issue entirely
in this report. Just what are the inplications of that?

DR SHAPIRO  Jin®?

DR. CHI LDRESS: In response to Rhetaugh's
suggestion, it seens to ne that there are ethical issues
surroundi ng the question of federal funding and that our
primary task is to try to explore those and to see which
way the ethical argunents point us in relation to the
question of federal funding but we could talk about a | ot
of other ethical issues.

And | guess one question woul d be whet her,

i ndeed, we go too far astray at sonme point in talking
about other ethical issues and do not focus specifically
enough on those that would actually relate to the
question that we have to address.

So there would be a wi de range of ethical
i ssues that we could cover here that | amnot sure we
should and it seens to ne that much of the question is

the focus but if I mght add to that. It seens to ne
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that closely connected to it is the question of style and
rhetoric and that where this report falls down at this
point to a great extent is that there is no cohesive
style throughout and that is not sinply a matter of -- |
think it is something irrelevant to substance but rather
is closely connected with it because it is really through
how the report is witten that we can -- this is what |
called earlier this sense of westling.

And if we cannot -- well, | just urge you to
speak very sensitive to that in trying to work this out
because | think that whatever inpact the report has wl|
depend to a great extent on what we are able to do on
that | evel.

DR SHAPIRO Larry?

DR. MIKE: | think we have been di scussing
the ethical issues around it and it has been related to
the source of the stemcells, and going back to the
Princeton neeting if | did not articulate it in an
ethically literate matter, | did say or laid out what I
t hought ny opinion was in ternms of cells from aborted
fetuses, cells fromexcess enbryos, cells created from
enbryos for research. And I think the current drafts are
-- the draft is naking an attenpt to raise the ethica
i ssues that are particular to each of those areas.

And t hen when one | ooks at that there is a
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spectrum of ethical issues that gets nore conplex -- |ess
chance for a consensus as we nove along to the enbryos
created for research purposes only. And there is a
direct relationship to that with federal funding.

And what we are saying or at least | am
saying is that there seens to be enough pronm se now in
this -- for the fruits of this research to allow federa
funding for some aspects of it all and there does not
seemto be such a shortage that we need to create enbryos
for research and that the research does not seemto have
gone to a point that we need to create enbryos for
resear ch.

So what we are coming up with is saying that
it is okay in cases one and two and then we nove on to
the review nechanismthat is going to take a | ook and see
whether, in fact, the research is comng up with a
prom se that we think it has now and then a reassessnent
of that at sone later tine.

So I think that we are discussing the ethica
i ssues around this and it is in relationship to the
federal funding but it is not one or the other and | do
not think that we wander off into a |ong di scussion about
the ethical issues around these and get away fromthe
federal funding side.

The thing that bothered nme about chapter
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three, and | do not have the nobst recent version, was
that it raises this ethical issue. It shoots them al
down and it |eaves you with nothing. So | do not know
where we go with chapter three.

DR SHAPI RO Di ane?

DR. SCOIT-JONES: | just wanted to clarify
the source of this discussion, whether we are to be
focusing on federal funding and the associated policy
i ssues or broader ethical issues. And is it that
President Cinton's letter to us asked us to focus on

federal funding? |Is that where that idea is comng fronf

DR. SHAPIRO | do not think that is where
the idea cones from no. | think -- | nean, | think it
is an interesting conversation if | may say so. | nean,

every tinme we decide to go one way, and the commttee at
t he next neeting says we ought to go the other way, and
every tinme we decide we ought to start with a general and
go to the specific, at the next neeting we hear we ought
to go fromthe specific to the general.

So | would really ask us to really think a
little bit about how we got here. It really is quite
sinple and it is not to argue that the rhetoric is
appropriate or that we could not substantial inprove what
we have. | think we certainly can and should. But I

think it really is really a rather sinple matter
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W -- if you recall back when we knew we had
alimted -- well, let ne start it a different way. One
cannot deal with -- in ny viewwth the ethics of federa

fundi ng without rem nding ourselves what the genera
et hical issues involved here are all together. It is
just specious to think we could do otherw se.

And so it is not say we have done it properly
or it could not be inproved or so on but | think we have
to for the purpose of the -- we have an education job
here as well as just a policy recomendati on job here.
And so | think it is really irresponsible for us not to
try as best we can to lay out the issues but | accept the
poi nt that we have to lay themout in a way that is nost
hel pful in also pointing to where we are headed but not
only to where we are headed because other people wll
head in different directions.

We have laid out argunents which is quite
correct in chapter three which other people mght take in
sonme other direction. | do not see there is anything
wong wth that. This is not a restricted set of
argunments focused just on why we are recomendi ng what we
are recomendi ng.

Now I think that we got to this point because
we did focus -- we decided early on to focus on whet her

or not we thought that these were -- what this
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i nmplication was for federal funded. W decided very
early on that is where we are focused on and that is
where our recomendations took us.

W deci ded very early on that we were not
going to address the issue sense of what would be norally
acceptable for people in the private sector w thout
federal funds to do. W could -- the chapter three
cont ai ns observations which others mght -- they can use
to deci de what woul d be appropriate to do in the private
sector. We decided not to take that on and to focus on
what was appropriate and what kinds of activities would
be appropriate for federal funding, and that is where we
are headed. What ki nd of oversight we woul d need.

Now | do not want to get us into an argunent
here -- that is exactly what | was trying to avoid -- as
to just how chapter three ought to be structured. W
need a |lot of advice on this and | amvery appreciative
of all of it because it could certainly be and needs to
be substantially inproved.

So where we are heading here in our
recommendations is deciding what we think is appropriate
for federal funding and why.

Now it sinply is not true in ny judgnment that
et hical issues or ethical reasoning would | ead you to say

what ever is appropriate for federal funding would al so be
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appropriate for private funding and vice versa. That is
sinply not a sustainable positionin ny view | think
you can very well make an argunent and | think that the
requirenents for federal funding in a norally contested
area -- and after all we are here because this is a
norally contested area.

This is not an area where sonmeone has an
et hics which says, look, this is the result and there is
no other possible result. W are in an area which is
genui nely norally contested. That is different
approaches to this will yield sonewhat different views
and in a norally contested area one has different
requi renents for federal funding than what would be true
for the sector over all, and that is what is driving us
her e.

If you look at the material, | now do not
remenber exactly which chapter it is in at the nonment
but there is a description there of why it is -- what one
woul d sacrifice froman ethical point of viewif federa
funding were not allowed in this area all together.

Now one does not have to be convinced by that
argunment but there is an argunent |laid out there as to
why federal -- or ethical issues as to why the federa
funding is allowed or not all owed.

Now we have to face the fact that in this
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area, an area as conplex as norally contested as this,
that what we are trying to do here is recogni ze that
there is noral disagreenent out there and trying to
design a federal policy that acknow edges the noral worth
of other points of view besides our own and reach sone
kind of a conprom se that really reflects both different
ki nds of ways of approaching this and norally rel evant
ways of thinking about this issue.

There is no right -- absolute right and wong
in nmy judgnment. This is now speaking for nyself here.

But | do think it is inportant for federal funding to do
as -- for federal actions in general and federal funding
in this particular case to do as good a job as one can to
reflect the noral worth's of different points of view
here and that is the division we tried to nake.

And we made that division early on by saying
that one way to do this, certainly not the only way, and
that is what | was really trying to focus on here, is to
say that sonme of these sources would be acceptable for
federal funding and some would not, and that is the way
it is structured.

It still seenms to nme a very good structure.
That is not say we have argued it correctly or it is not
to say that we -- | nean, there has been sone very

excel | ent suggestions nmade here today by Bernie and Jim
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and ot hers here which we ought to try and incorporate but
it is very inportant to understand what it is we are
crafting here. And | think -- in fact, it has been

remar kabl e that really -- you know, we deci ded when we
wanted to go about this that we shoul d begin by thinking
of what it is we wanted to really reconmend.

We did not decide to begin the other way
around. W sat there and said we ought to begin by
deciding what it is that we feel good about recomendi ng
and then try to build the best possible case for it and
that is the way we have gone. W have | earned as we have
gone along. W have l|learned from other people. W have
| earned from our hearings, which have altered sonme of our
t hi nki ng, and especially sonme of the rhetoric that we
use, and we have learned fromlots of different people as
we have gone along in this effort.

And so | think in this area when we are
trying to deci de about the research, enbryos versus
others, as legitimte sources or legitimte areas for
federal funding, it still seens to ne viable. From what
| hear around the table everyone seens to agree with that
al t hough peopl e disagree with just about how we
articulate it which is an inportant issue. | nean, |
want to acknowl edge that is inportant.

But | want to now cone back to what | -- a
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point | raised and only that point right now Nanely
whet her that -- call it a conpromse if you want or that
configuration of the ethical issue still feels
confortable to people or whether people take sone serious
exception not to howit is argued, which is another

i nportant issue, but to the basic idea itself.

DR. DUMAS: That is very helpful to me and
per haps because | m ssed sone sessions. | had m ssed
that point and | appreciate that. So |I feel nuch nore
confortable with the focus that you just described. And
| am sorry about noving off the point -- off the focus.

DR. SHAPIRO W are all struggling al ong.

DR. DUMAS: Yes.

DR. SHAPIRO W are struggling. As Jim
says, westling. | think that is right.

Al ex, Bette and Carol.

DR. CAPRON. | had three quick points. The
first is |1 do not think that we in this area should
confuse federal funding with federal oversight.

DR. SHAPIRO Right.

DR. CAPRON. It is certainly possible in our
whol e hunman subj ects discussion to tal k about things that
are not federally funded but where we think oversight is
appropri at e.

DR SHAPIRO Right.
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DR. CAPRON. The second thing is that | think
the framework that you have articulated as a reiteration
of how we cane to this point and so forth, it mght wel
be that if we reverse chapter four/five with chapter
three it would be cl ear because then we would, in effect,
say the present resolution of the ethical balance has
been as follows as to the fetal tissue and so forth.

Then ethical reflection on the current westling or
bal ancing in Iight of what is known so far and with an
eye to questions that will arise as the science proceeds,

and then the answer "on federal funding."

The third point -- but naybe you want just to
limt -- because nmy third point goes to sort of the
wei ght of the process on the federal funding issue. | do

not know if you did not want to tal k about that but just
the three. If so, | would like to have has a seventh
i ssue this question of how one |inks the federal funding
i ssue to the broader issue.

DR. SHAPIRO Let's leave that until we get
to the oversight area.

DR. CAPRON. Ckay.

DR. SHAPIRO  Bette?

DR CAPRON:. | w Il be back.

DR. KRAMER: Harold, thank you very nuch. |

think that is a very hel pful review of where we have been



© 00 N oo o B~ w N P

T N T N T T T N T e e e T e e N S S S
gag A W N P O © 0o N oo 0o M W N+ O

44

and where we have cone to. | think the problemthat I
have been struggling with is I amvery content and |
think it is a good way to consider it the way that we
have broken the issue down. | think that as | have read
the material and | have read the reports in the press and
t hought about it over the past nonth or so that we nade
the assunption or we nade the decision that if the use
was okay the derivation was okay.

And | think that that is where -- that is an
i ssue that | have revisited in ny owmn mnd and | would
like us to revisit because again going back to remarks
that were nade earlier in ternms of reaching a conprom se
position in a norally charged area, it may be that there
is roomfor a conpronmise if we consider each of those
possibilities separately.

DR. SHAPI RO Thank you very nuch, Bette. W
will revisit that issue explicitly. | think it was the
sixth on nmy list. No priority order but I think that is
an i nmportant issue.

DR. KRAMER: Right. But | think that it is

hard to get to sonme of the nore technical aspects before

you consider -- to ne that is very basic.

DR. SHAPIRO Yes. | amcertainly happy to
get to that sooner rather than later. It is no problem
for me.
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Ber ni e?
DR. LG Carol.
DR. SHAPI RO Excuse nme. Carol and then

Bernie. | apologize. | amlosing track of ny list here.

DR GREIDER. | would just like to respond to
sonething that Larry said a few mnutes ago. |If | could
par aphrase you, this was sort of -- again the three

i ssues. The derivation of stemcells fromfetal tissue,
the derivation fromexcess enbryos and the creation of
enbryos for research purposes. And you said that you

t hought that there was -- the consensus was that there
was no need currently to create enbryos for research

pur poses because it was not necessary at this point but I
woul d |i ke to point out that since we are including
somati c cell nuclear transfer under that category it is
not just whether things are available or not.

What we are saying is that there is a whol e
area of research that is toward deriving autol ogous
transplant type material which we are saying is not
appropriate at this time. It is not just the nunber of
avai |l abl e research products but it is a whole area of
research which we are setting aside.

| just want to be very clear that that is
what we are doing here and when | responded to Rhetaugh

earlier saying that whether we are tal king about federa
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funding or in general that | would cone out different on
t he recommendations, that is the area where | feel

woul d cone out differently. It gets back to the issues
that we raised in the cloning report about cloning just
to derive stemcell type materials versus cloning to
create a human bei ng.

| felt that we |eft open the area of creating
material for transplants and we precluded the area of
creating human beings and | felt very confortable with
that. So | just wanted to point that out that your three
categories | did not feel actually reflected what we are
doing here in the federal funding area.

DR MIKE Can | respond?

DR. SHAPI RO Larry. If you do not m nd,
Bernie, | think Larry has a response. Do you ni nd
wai ting?

DR. MIKE  Exactly right and I do not have
any problens with not funding stemcell research -- |
mean somatic cell nuclear transfer research for stem cel
purposes at this point intime and I do not think that is
contradictory to our cloning report because the cloning
report was tal king about the universe of uses and we --
and, you know, we also had said about five year
noratorium et cetera, and revisiting. So | do not have

a problemw th that.
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I think the research agenda is |arge enough
in those first two areas that | feel confortable about
shutting out, to put it bluntly, this other area at this

current tine.

DR. CAPRON. For federal funding.

DR MIKE Yes, for federal funding. Right.
DR SHAPI RO. Bernie?

DR LO Well, | wanted first to second what

I think a nunber of people said about how hel pful your
comments were, Harold, and | hope that |anguage can be
captured in chapter one, chapter three, chapter six
because | think it really does set the stage of trying to
formpublic policy in, as you put it, a norally contested
controversial area.

To add to that | think that the way we went
about doing things is very defensible where we start out
saying what is it that we can agree on rather than what
theories can we agree on. Every tine | conme to one of
these neetings ny kids ask nme very tough questi ons about
what we are doi ng and why we have to go back and do it.

(Laughter.)

Yesterday it was coupled with a question of
what is an urban | egend, which | actually got the wong
answer to, but I think I know what a phil osophi cal | egend

is. There is this fanmous story about the old -- your
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comm ssion, Alex, the original President's Conm ssion
where Tol man and Johnson were sitting around and they
sort of remarked that, "You know, we di sagree on our
fundanment al phi |l osophi es but we seemto agree on
recomendat i ons. "

And they actually constructed sone fairly
nice argunents as to why it nmakes sense to try and find
where the points of agreenment are rather than trying to
go about it the other way and saying can we argue each
other into each other's -- agreeing with each other's
nor al phi | osophy.

I think people cling to these agreenents for
different reasons and sone of the reasons we arrived at
woul d not necessarily stand up to the kind of |ogica
anal ysis that is the brunt of chapter three.

I think if we can sonehow get that in --
because otherwise I think we run the risk of being
| abel ed as expedient. W reached our concl usions and
constructed the argunments to support them And that |
think would be a very unfair analysis of that approach.

DR. CAPRON. It is |Iike professiona
phi | osophers.

DR LO \What?

DR. CAPRON. Actually the discussion you are

referring to occurred on the National Conm ssion but we
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had our versions of it.

DR. LO Ckay. \Whatever.

Let ne just sort of add to Al ex's point when
we get, Harold, to your issue nunber three, the nationa
over si ght review.

DR. SHAPI RO Yes.

DR. LO To add as a subpoint the possibility
of having oversight even if we do not fund it. | nmean,
there is this argunent that is always rai sed, we nust
fund it because that is the only way to assure adequate
et hical oversight and I just do not think that is the
only approach to having oversight.

DR. SHAPIRO That is very hel pful and we
will get to that point.

Davi d?

DR. COX: So by listening, and it certainly -
- my own view, | have not heard anything but praise for
the logic in the argunent that you |aid out, Harold,
beginning with the fact that not all things necessarily
deserve federal funding.

And | think that to put that logic -- I am
just sort of summarizing what everyone has said. To put
that | ogic as a fundanental thing in the report is
extrenely inportant because | think that it is a confused

issue. It was certainly confused by ne. Well, how can
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you have sonething that is ethical and fund it privately
but not publicly.

Well, in fact, that is the conprom se and
that is how our society works. To state that up front is
extrenely inportant because | think that is the part that
peopl e confuse very nuch. Then we go forward fromthat.

But then -- and then how is that being changed now?

So every one has said it but | would just
like to also put my two cents in on that because | think
that it lays a framework by which this starts to nmake
sense to people.

DR. SHAPIRO (Ckay. Arturo, excuse nme, | am
sorry.

DR. BRITO Back to what Dave just said.
have witten here a couple of points about this.
think, in part, at least at the root of disparity between
chapters three and six is the fact that | believe we were
basing a | ot of our ethical argunents on the current |aws
and like -- | think it was Eric who said earlier that
there are certain ethical issues that we are never going
to resolve, either us nor any other comm ssion for that
matter, |like the noral status of the enbryo, et cetera.

So |l think it is -- we put it right up front
like David just said. It would nmake it a |lot nore

cohesive and then chapter three and six would go a | ot
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better together and just say that we are -- you know,
based on current |aws these are what we reconmmend and
these are the ethical issues within those |aws instead of
the other way around and I think it would flow a | ot
better.

DR. SHAPI RO Thank you. Let's go on to
anot her aspect of our discussion. Really on ny list now,
and | know there are other itenms comng up, there are two
i ssues which I think are really critically inportant and
one is the question of oversight.

DR. CAPRON. Wbuld you object to follow ng up
with what you were calling six because six --

DR. SHAPIRO No. That is what | was just
about to say.

DR. CAPRON:. Ckay.

DR. SHAPIRO | was just about to say that.

DR. CAPRON: All right.

DR. SHAPIRO The two were the oversight
i ssue and the use/derivation issue, again talking in
shorthand here this norning. And | amquite happy to go
to the use/derivation issue first since that is what
Bette suggested. It is a critically inportant issue and
so let's go to that issue now.

Again |l et ne just begin by, | think,

repeating what | said before. M recollection of our
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di scussion on this, and please correct nme if I do not
recollect this properly, is that we thought that if we
were to say that the use of these stemcell |ines would
be eligible for federal funding that it seenmed to us not
entirely straight forward to say that derivation would
not be eligible. It was not that there was no ethica

di stinction between the two. | think we used unfortunate
| anguage there a couple of tines and | think people have
noti ced that.

But we did come nevertheless to some kind of
tentative conclusion that if we were going to say at
| east fromcertain sources that the use of these cel
lines was perfectly appropriate for federal funding that
its derivation in our judgnent should also be eligible
for federal funding. That is different from saying these
are ethically equivalent. That may or may not be the
case and we can argue that separately. W do not need
that argunent to say this.

And as | thought about it at the tine, ny own
thinking was that if we are going to create -- make their
use available it is going to create a very significant
demand for these cell lines and it was |ess than
straightforward in ny mnd to say, oh, well, we can
separate ourselves fromthe derivation itself. That was

at least nmy own thinking on that issue but this is a
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critically inportant issue. Let's just see where we al
stand on it. Qoviously there are people with different
perspectives on this issue.
Who would i ke to speak to this issue?
Bette, and then Tom

DR. KRAMER: Ckay. As | sat down and read

the report again, you know, fromthe beginning, | had two
overwhel m ng reactions to the science chapter. | thought
it laid out ina-- really in a very effective fashion

all of the possibilities that the current advances coul d
possibly lead to and | thought it made a very exciting
and conpelling case for continued scientific
i nvesti gation.

At the sane tine -- at the sane tinme when
t hought about it at the end of the chapter, it seened to
nme that there was a | ot of basic science that yet had to
be devel oped. Now, please, the scientists sitting at the
table, correct ne if | read that wong, and | know t hese
t hi ngs can happen quickly or over a |longer period of tine
and that the timng cannot be forecast. But those
are the two inpressions that | canme away fromthe readi ng
of the science chapter.

So at the sane tinme over the past several
weeks as | have noticed the reactions in the press both

to our draft report and to those people who have a
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problemw th the use of enbryos and | could see what was
happeni ng, and that was that people were al arnmed by what
was reported as our conclusions and | could see the
forces rallying to shoot it down before we even had a
chance to conpl ete our deliberations.

| became concerned about it and | started
t hi nki ng about where is there room-- where is there room
for noral conpromise and I amnot sure if this is correct
but it seenmed to nme that if we could separate approval
for use possibly from approval for derivation at |east
for an interimperiod of time that possibly there was
room-- now |l amtalking with regard to the use of the
spare enbryos.

| did not have a problemw th the use of the
fetal transplant because, as | read it, it seened as
t hough all of the regulations or nost of the regul ations
were in place and that those issues had been worked
t hrough and had been nore or |ess accepted.

It was with case two that |I found that there
-- that is where | thought it began to get very, very
sticky and I went back and | reread Alta Charo' s piece on
the "Hunting of the Snark"” and there were sone ot her
pi eces that were presented in that briefing book. | have
al ready forgotten which nonth it was. Mybe it was

January.
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And, you know, | was concerned because | did
not want the same thing to happen to this report that
happened to the Human Enbryo Research Panel Report and |
wonder ed where there was roomfor us to possibly address
peopl e whose position m ght be, whose noral
consi derations m ght be of fended by that but nonethel ess
coul d be urged to nake sone sort of a conpromn se because
of the potential for scientific devel opnent.

DR, SHAPIRO. Tonf

DR. MJRRAY: Thank you, Harold.

| think this is going to be an inportant --
this distinction between derivation and use is going to
be an inportant one in -- it is inportant just
intrinsically and it will be inportant to the public
perception of the report in mnmy belief.

I think we have tended to conflate three
di fferent kinds of questions. Let ne try to state what
the three questions are as | understand them

First of all, whether the derivation of these
stemcells and the use of the stemcells are norally
di stinctive. That is whether they are different from one
anot her norally. Secondly, whether either or both are
norally justifiable under the current circunstances.

And, thirdly, whether either or both ought to be publicly

funded. Those are three separate questions. I think we
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have gotten nunber two and three clear now that they are
different. | think we have not gotten nunber one clearly
different from nunber two.

Two former coll eagues of mne fromthe Hunman
Enbryo Research Panel, Carol Tower and Ron Green, have
witten a letter to the conm ssion, which | regret
apparently has not yet been circulated but which will be
circulated I am assured, where they reiterate their clear
view that derivation and use are norally distinct but
al so their conclusion is that both can be norally
justifiable and both -- in fact, | think they would
support both for public funding.

But it is very clear that we could differ
fromthemat either point two or point three but | think
t hey are unequi vocal about point one, nanely derivation
and use are different noral questions, at |east different

enough to warrant separate justifications both for

permssibility, et al. and for public funding. | am gl ad
to see that we are engaged in the issue and I wll have
nore to say about that -- my own views on it in a nonent.

DR SHAPI RO Al ex?

DR. CAPRON. | agree with the position that
you have stated and that Tom has reiterated that there
are argunents that can be made to distinguish use and

derivation but to answer Bette's concern | do not think
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that the people who are nost critical of the notion of
work in this field who have al ready spoken up through the
letter fromthe congressnen and the senators to Secretary
Shal al a woul d be satisfied or will be satisfied with the
sense that the National Institutes of Health has tried to
put forward that they are in sone sense hernetineuically
(sic) distinct categories. | mean, hernetically, excuse
me. Not hernetineuically. Excuse ne. Hernetically
speaki ng. They nmay be hernetineuically distinct, too.

(Laughter.)

DR. CAPRON. But hernetically distinct
categories that funds poured into one do not flowinto
the other. It seens to ne that particularly when we are
aski ng the question of federal funding, we are in a
position of facing statutory prohibitions on federa
funding as well as prohibitions put forward by executive
order and the question put to us by the President and I
think by the American people is do the present
ci rcunst ances argue that for this category of research,
not for all research with enbryos, but for this category
of research there are now good and sufficient reasons
that those prohibitions should be lifted.

| do not think that we will make a case that
is convincing if we say, well, yes, lifted as to use but

not as to derivation. | think people will see that as an
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attenpt to avoid the hard thought and the ultinmate
justification that is necessary here because it is -- to
use the analogy that | used in that article alittle
while ago, it is |ike the shoenaker and the elves. |
nean, instead of saying, oh, well, the shoes are just
here, I do not know where they -- | am not responsible
for how they got here, | have nothing to do with it. The
el ves just nmake themat night. That is not the case.
The elves are being paid with the federal dollars in this
case.

And we ought to bite that bullet and as to
t hose things which we think can now be justified or where
we provide an argunent as to what woul d need to be
di scovered and shown to be of research and therapeutic
value for other things to be justified by the oversight
mechanismin the future, we ought not to try to hide
behind, well, this is just use.

I think that is what the use/derivation
di stinction does. It invites people to do -- | think it
is what NITH has tried to do and | do not think it wll
convi nce the people who need to be convinced.

DR. SHAPIRO Tom and then Larry.

DR MJURRAY: Well, Alex has stated well a
pl ausible view. | just do not agree with it. W could

descri be what is going to make the distinction between
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derivation and use as hiding behind the distinction.
do not feel that is what | am doing.

I think the argunent that funds will naybe at
| east indirectly flow towards derivation is -- |
understand that but as a matter of public policy I
t hought we did that all the tinme. | thought, for
exanpl e, we woul d provide funds for say special education
even in religious schools for the students who needed
speci al education even though we recogni ze that that
nmeant, in fact, it freed up funds within those sane
school s for religious education purposes but we make a
ki nd of I|ine.

Sonetimes we give funds for certain
restricted purposes fully recognizing that it may, in
fact, had indirect inpacts that will permt other funds
to be spent for purposes that we do not think we should
give directly to. | believe that is true in many cases
of public -- many arenas within public policy.

| have a slightly different take on who our

audience is that was inplied in Alex's coment. | think
there are people out there who will sinply -- there is
not hing we could say that will have the slightest inpact

on their views, which may be held for sincere religious
or ethical principles or for pragmatic political

principles, political advantage. | nean, that is just
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the way the world is.

| think we speak to the great nunber of
Anmeri cans who have conpl ex views about this and who are
undecided. | think that many of those will find the
di stinction between derivation and use actually inportant
in ternms of federal funding. At least | want to put that
out as a hypothesis and let us tal k about it.

DR SHAPIRO Larry?

DR MIKEE M viewis nore with Al ex but I

think we need nore in this area. For one thing if we do

not -- if there is no federal funding -- and these are
propositions that need to be tested. If we do not fund
derivation then all federal research will be hostage to

sources that conme fromprivate sector with the kinds of
arrangenents and restrictions that go on.

On the other hand, it nmay be a noot point if
after -- 1 cannot renmenber which neeting but the IVF

clinic doctors who cane to testify in front of us said to

nme after the neeting, "It is going to be a noot point
after 100 or so of these. You will have perpetual cel
lines and you will not need any new ones.” | said, "I

did not think that was the case because | did not think
that has been perfected.” But there is an opinion out
there that it may be a tinme limted issue.

Sol think that we need to -- if -- we need -
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- if we are going to nove along the |line that we support
the derivation as well as use we need to | ook nore into
why we woul d support derivation and would that, in fact,
in the research projects that conme up -- is the
derivation part of the funding a critical conponent of
any research project or is that just sonething that they
can do on the side and not seek federal funds while stil
having this a part of their project. So |I think we just
need nore information on that.

DR SHAPI RO. David?

DR. COX: | really think that this discussion

about derivation and use is critical and I think if we
are going to have the discussion we should be precise.
So we are nmaking statenents as though that if we -- that
there is no source of human stemcells if we do not use
human enbryos and that is not correct. Using germcells
fromfetuses is a very separate issue and it is a source
of providing human stem cells.

Now if we are -- so when we tal k about, okay,
use versus derivation, | would be for one -- | think it
is a disservice to basically tal k about derivation solely
in the context of human enbryos. That was one of the
distinctions early in this discussion that having stem
cells derived fromgermcells as opposed to early

prei npl antati on human enbryos was a very critica
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distinction and | do not want to | ose that distinction.
That does not nean that this discussion about derivation
versus use is not inportant but to inply that if we do
not use enbryos we are not going to source | think is not
factually correct.

DR SHAPIRO As | understood, David, what
Bette reconmmended was, in fact, sort of a conbination of
what has been di scussed here, nanely -- please correct
ne, Bette. | amjust trying to sumari ze what you said.

Bette was confortable with derivation fromfetal tissue
but not from-- or at |east suggesting that we not be for
it in the case of enbryos, not that you could not have it
fromfetal tissue.

Is that right, Bette?

DR. KRAMER: Ri ght.

DR COX: Yes. No, | understood. Bette was
quite precise. Then the discussion got |ess precise and
so | just wanted to state that for the record and then
poi nt out that from a personal point of view | hear what
you are saying, Bette, loud and clear. And | am
presently on the fence for exactly the reasons that you
bring up.

On the other hand, | think to lay out what
the loss -- so in the context that if we do not go ahead

and say it is okay to use enbryos then it does not nake
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sense because we are going to be doing the uses and there
is no way to actually get the stemcells w thout using
enbryos. | think that argunent just does not hold water.

On the other hand to derive stemcells using
the human fetal tissue is a shlug (sic). It is like
trying to swimthe channel with bricks on your feet
because it is extrenmely difficult to obtain that tissue
at the right time, at the right place, at the right age.

It is possible.

So the question is how many such stem cel
i nes does one need. So | think that this will be
possible to do. And just talking purely froma
scientific point of view, | nean as a scientist | could
live with that. But on the other hand, we give up quite
a bit by not being able to derive stemcells from
enbryos, a lot of flexibility in terns of really being
abl e to do enough experinments to see what is the best way
to get stemcells, what are the characteristics of stem
cells. So there is a lot given up for that.

What we are tal king about is a trade off
here, though. So I think that is what the discussion is
but I do not want to have the discussion be in the
context that if we do not use enbryos that we cannot
create stemcells because that is not true.

| did not mean to inply that Bette said that
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but that -- the discussion, | do not think, was clear.
Thank you.

DR. SHAPIRO (Ot her comments on this issue?
Vell, I think it may very well be that we are divided on
this issue. My own viewis really unchanged from where
we were although I do not think we stated it in a very
effective or even very accurate way. | accept Tom s
di stinction between distinctiveness, whether or not it is
justifiable and whether or not public funding ought to be
authorized was -- | think those are inportant
distinctions. | really -- | certainly accept that and |
think it is far easier to show that they are distinct
than that they are not so that -- and | think -- so |
accept that they are distinct and not the sane.

The | anguage we use in sone of our drafts was
very confusing on that and we are justifiably criticized
for that |anguage. But neverthel ess ny own view cones
out on the same spot, that -- and of course we have to
make the argunents that it should be appropriate for
public funding for the derivation as well as the use for
al |l kinds of reasons which we can certainly articulate
but I think we may very well be divided on this issue and
if we are we will just see what the division is and those
who want to feel separately about this they are certainly

wel cone to -- whichever side it works out. | nmean, | do
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not know how this wll even -- | do not even know how
this will work out if we take a vote on it.

DR. MJRRAY:. Thanks, Harold. And we nay
di vided and that may be the way it is and that woul d be
unfortunate but if that is the reality, so be it.

I think we do not need to be divided on
certain parts of the text, particularly beginning on
chapter three, page three, and then picked up again on
chapter three, page nine. | wll not exam ne in detai
the | anguage where it essentially sort of gives away the
-- gives everything away on conplicity since | am sure
people are conplicit. | do not think it is that sinple
and straight forward that it is an argunment that was
clearly rejected in the fetal tissue transplantation
debate and yet we sort of just buy it here w thout even
argunment and | think that was a -- that is a big m stake.

In fact, a substantively big m stake.

So at the m ninum can we agree that that
| anguage needs to be rather thoroughly revised?

DR. SCOIT-JONES: Could you say agai n what
you are tal king about?

DR. MJRRAY: Yes. Chapter three, there is on
page three, a discussion begins on conplicity. It
conti nues into page seven and then on page nine, about

the m ddle of the page, there is a sentence, for exanple,
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as long as enbryos are --

DR. SHAPI RO Line, please.

DR. MJRRAY: Yes. Line 17 and conti nuing.
"As |l ong as enbryos are destroyed as part of the research
enterprise researchers using enbryonic stemcells and
those who fund themw Il generally be directly or
indirectly conplicit in the dem se of enbryos," et
cetera, and then sone of the | anguage that takes away
fromthat.

| just think that is careless | anguage. W
need solid argunent there. | sense that that |anguage
sort of flowed fromthe conmm ssion's decision that we
ought to fund both and so we kind of read back into it
that there was no distinction. That is a mstake. W
shoul d not conmit that m stake.

DR SHAPIRO. Carol ?

DR, GREIDER: | just wanted to second what
Tom said. That was one of the major points that | wanted
toraise in this report was the | anguage on page nine in
chapter three. | did not understand at all how that
flowed fromthe early discussion of conplicity. The
first part of the discussion on conplicity was whet her or
not researchers that used stemcells derived fromfetal
tissue were conplicit and the answer was clearly not.

And then suddenly we junp over to whether researchers
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that use stemcells that are derived from spare enbryos
are conplicit and suddenly the answer is yes.

I did not understand that logic at all and
felt that | disagreed strongly with it. And so | second
that, that |anguage really, | do not think, reflects what
was stated earlier in the chapter.

DR. SHAPI RO Ckay. Thank you.

Ber ni e?

DR LG | think that is what we have been
saying. This is an inportant issue and it is one where I
think there are divisions. It would be helpful for ne to
hear the best argunent that those who believe that it is
a worthwhile distinction making for the purposes of
fundi ng and, therefore, there were sone nora
di stinctions to be made to actually see that spelled out
better.

So part of it may be that the argunents now
in chapter three are not the best argunents and | woul d
really invite Tomand Bette to sort of maybe at a break
totry and at least in summary format nmake those
argument s stronger and perhaps sone of us m ght be
per suaded.

Even if not, | think that distinction is
certainly out there enough that we should clarify the

nature of the argunent and even if we end up not agreeing
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to say here are the argunents on both side as well stated
as possi bl e.

DR SHAPI RO Al ex?

DR. CAPRON. Yes. | would just assunme denote
this argunent very substantially. If we did something
along the lines of what | suggested before that we put
the |l egal chapter before the ethics chapter then part of
the conclusion of the legal chapter would be -- in terns
of what issues are before a body like this -- would be --
it has been suggested, in part, citing the Harriet Rabb
menor andum that the way to avoid this as an issue is to
say that federal funding can be provided for the use,

t hough not for the derivation of the stemcells. O
that is to say -- excuse ne. Yes, period.

We believe that it is not so easy to separate

those two and not only -- not getting into statutory
interpretation which I -- | mean, | think that she has
got a -- sonething decent on the | anguage but probably

not on the intent of the people who wote that statute
for what that is worth.

Then state there why we believe that any
argument about this issue should be capable of neeting
the issues of derivation as well as use and that is a
statenment of what we are going to try to discuss rather

t han saying that we believe those two in your type one
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i ssue are norally equival ent.

It is just that we believe that the public
di scussion ought to rise to a |l evel where the issue of
derivation is as fully addressed as the issue of use and
that is what we turn to then in the transplanted chapter
three in terns of evaluating the noral argunents that are
the westling or the weighing that the President's letter
asks us to do.

It sort of says are these changed
ci rcunstances? Are the circunstances new enough so that
t hat bal ance has to be restruck? And then our
concl usi ons that come out of that | think would be nore
straight forward and we do not get into this conplicity
| anguage at all, which is a whole new can of worns as far
as | am concerned for some of the reasons that Tom
nmenti oned by his anal ogy.

DR. SHAPIRO Jim do you want to --

DR. CHILDRESS: | think Al ex has pointed a
direction really for restructuring this in a way that can
hel p us clarify and perhaps al so resolve sone of the
i ssues but | would al so go back and underline what David
was enphasi zing, that we tend in our discussion to just
throw around derivation and use abstractly but as a
matter of fact they work only in a specific context and

thus directing our attention to the different sources.
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If we keep that in mnd then we will really have to nake
it very contextual. That is we will have to see, much
better than chapter three currently does, how that

di stinction works out and could work out with a fuller
under st andi ng.

So if it would be possible to -- for nmenbers
of the conmm ssion or even for us to get sonme others
i nvol ved on quick short contract papers on this
particul ar distinction and how it mght work out.

Per haps we coul d gain sonething that woul d be very useful
for our report.

And the fact that the distinction -- perhaps
in the NTH statenent of views -- it does not mean that
there was not something inportant here to look at. It is
just a matter of, you know, trying to figure out what
that is in relation to the different sources. | do not
think we can avoid the conplicity discussion if we are
going to be true, in part, to the way the discussion
takes place in the society because that is an inportant
i ssue that connects very closely with the use/derivation
and it is one that as we heard in the discussion with
religious |leaders is an inportant one.

DR SHAPI RO. David?

DR COX: So | like what Jimjust said. This

i ssue of are there possible alternative sources is a
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maj or one. A mmjor place where people are trying to cone
together in a conprom se. One of those source --
alternative sources is adult stemcells. | wll just say
froma scientific point of viewthey do not cut it but
stemcells derived fromgermcells do cut it froma
scientific point of view because they do have the sane

ki nds of characteristics.

So | think having as clear a distinction of
alternative sources and sayi ng where they stand
scientifically is inportant and that needs to be better
clarified in the science chapter.

The issue of conplicity. To nme this was a
critical issue but let ne just nake a personal statenent
about where | cone on it. | ask nmyself aml conplicit
wi th everything everybody does in the world because | am
tied one way or another to what every human bei ng does
and | say, "Well, that does not nmake any sense because |
cannot be responsible or conplicit with what everyone
does.” So that is one extrene.

On the other hand, do I have any
responsi bility for what anyone does and the answer to
that is sure because there are sone things that | fee
very strongly about.

So it is not that there is a |ine when you

are conplicit or not conplicit. It is the extent. How
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far does that reach go? And that is where | amon the

i ssue of conplicity. It is not aline. It is a noving
boundary and so that if we try and define what the |ine
is we are not going to be any nore successful than we are
going to be at defining what [ife is. Wen |ife begins.

On the other hand, to state that that is the
i ssue and say because it is a noving boundary there is no
line to it and people are going to differ about it, about
what is conplicit and not conplicit. That allows us to
nove forward. So the -- but | think that if we are
trying to adjudi cate when you are conplicit or not
conplicit in this issue we are asking for big trouble.

DR SHAPIRO Al ex?

DR. CAPRON. Well, | mean, there is a strong
sense of conplicity that is causation, in effect. This
woul d not have happened had | not done sonething. |
i ndicate ny need for human enbryonic stemcells. They
are not going to fall out of the sky. Soneone has got to
create themthrough a process and | know t hat.

That is -- that is why | am bothered by this
notion of our separating these out as to the kinds of
activities which are before us, which is federal funding.

| nean, it is alittle bit like this Washi ngton phrase
of plausible deniability (sic) or sonething. | mean, we

do not want to get into that noral quagmire. Endorse, it
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seens to me, a route which says that that is the way to
go on all this.

DR. COX: But because of exactly that point,
Alex, that is why if you go back to what the present
regul ations are in terns of using fetal tissue, it
separates, okay, the people that want to use those stem
cells with an iron gate fromwhere the other things are
so that there are ways of dealing with this issue so that
the --

DR. CAPRON. That is right. The woman's
choice to have the abortion is not something which is
br ought about by the researcher's desire to have this
source of cells. That is going on. There are mllions
of abortions going on. The question is if a person has
gone through that process and had the abortion and said
the tissue may now be used, Congress of the United States
has said that is all right for federal funding.

DR. COX: So this is what our report should
|l ay out and say. So that it is not that we do not talk
about the conplicity issue but we have just gone through
it.

DR. CAPRON: Yes.

DR. COX: W just did a scenario. Let the
report say it.

DR CAPRON: Yes, | agree.
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DR SHAPI RO  Ton®?

DR. MJURRAY: Yes. |If there is to be a
di stinction with respect to fundi ng between derivation
and use, | do not think it will be based on a claimthat
sonmehow -- the clean hands argunment. The cl ean hands
argunment that sonehowif I had -- you know, as |long as |
do not derive them | am sonmehow conpletely -- you know,
conpl etely clean of any taint, noral taint that would
attend to that, that is not the place I would put it.

| would -- the argunent that | think is nore
persuasive has to do really with the public policy. It
has to do with if there are a nunber of Anmerican citizens
out there, not a majority but a, you know, notable
nunber, who are deeply offended by the destruction of
enbryos, and if it is possible to cone up with a public
policy that would permt enbryo research to go on w thout
significant inpairnent.

I nean, stemcell research to go on w thout
significant inpairment, by funding its use but not its
derivation, and if that would, in fact, to some extent
take the sting out, the noral sting out for the people
who are of fended by the destruction of enbryos then
woul d want to listen to that argunent and at | east
consider it.

| am not sure where | cone down on it today
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and | amnot sure | stated it very clearly fromthe
puzzl ed gl ances around the table and I amreally thinking
in ternms of, you know, you should always do -- if you
have two options that get you the sane result, both of
which are norally justified but one is nuch less -- does
not of fend people as nmuch as the other then I think you
shoul d sinply respect those people's noral sentinents.

DR SHAPIRO Bette?

DR. KRAMER: Tom thank you for stating it so
wel | and, you know, | nean | quite agree with what you
are saying and -- | nean, this does not represent ny
personal point of view but it represents to ne what |
think is appropriate when you are doi ng public bioethics.

| think as -- | think | said earlier that one
of the things that was clear to ne fromreading the
sci ence chapter was how nuch there was yet to | earn, what
are the differences between stemcells derived fromthe
di fferent sources, whether it is fetal transplant,
whether it is spare enbryos, whether it is somatic cel
nucl ear transplant, whether it is possibly adult cells.
| nean, there is a lot of questions out there. How |ong
is it going to take themto understand howto turn cells
on and off so that genetic therapy becones a reality?

There is a ot of basic science that stil

needs to be done. So -- and we do not know. W do not
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know are the existing cell lines or the cell lines that
will continue to be produced by the two known neans, is
that going to be sufficient for all the research that
needs to be done to go forward or will there be a need
for further sources. W do not know how conpelling it is
going to be for the use of these spare enbryos to be
avai | abl e.

So there are all these questions out there
and, therefore, why push so hard? Wy push so hard on
people for whomthis is a noral problemif there is a way
of structuring our report and our reconmendations to

accommodate themin the interimwhile science goes

forward?

It seens to ne that there is another
possibility -- one possibility would be, yes, to support
all use, all downstreamresearch fromcurrently -- from
currently produced cell lines, fromthose produced -- |
mean, when | say support, | mean federally fund the
derivation fromfetal transplants and in principle -- in

principle, endorse federal funding of derivation from
spare enbryos but hold off until such tinme as there has
been made a conpelling case for it to be instituted
ei t her because of scientific advancenent or because the
prom se is becomng nore of a reality.

And, therefore, there is a shift that people
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understand that in their own -- in their own assessnent
of the benefits to be gained that there is -- they are
willing to make their shift.

| do not see the need to go out there and
confront people -- confront people for whomthis is a
real noral problemwhen it is not absolutely necessary at
this time. | have not stated it well but this is how I
just -- this is how | feel about it.

DR. SHAPIRO Carol, and then we are going to
br eak.

DR. GREIDER. | just wanted to address one of
the things that | heard you say, which is as it says in
the science chapter there is a |lot of questions that are
still to be answered out there about the differences
between the cell types and what characteristics they have
derived fromdifferent sources.

So your final conclusion that perhaps we do
not want to yet go forward with the stemcells derived
fromenbryos to me goes agai nst the fact that we do not
know enough about it unless you go forward to sone
degree, which | see our limted degree is using spare
enbryos, you will never get the information to know
whet her there are differences or not.

Currently there is this one cell line that is

out there but froma scientific point of view having one
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cell line derived once is not going to tell you a |ot
about the reproducibility.

DR. KRAMER: Can | just answer that? | am
assumng that in the private sector they are going to
continue to derive additional cell lines from spare
enbryos as this one was done. Personal ly | regret
tremendously that the whole area had not been federally
funded and that that work was not done within the public
sector but that is -- you know, that is over, that is
done.

DR SHAPIRO. Well, | think | understand --
Trish, if it is quick

DR. BACKLAR: | just wanted to ask one
question. | would like sonmebody to nmake it very clear
what it is that we would | ose by not federally funding
wor k on spare enbryos?

DR. SHAPI RO The question was, and sone of
you can feel free to answer it --

DR MJURRAY: Derivation or use, or both?

DR BACKLAR: On the derivation.

DR GREIDER. | think that the nunber of
people that are going to go out and try various
experinmental protocols is dramatically different whether
or not there is federal funding. The people that have

access to, you know, alternative sources of funding --
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that is one issue and the other issue is the oversight
I ssue.

Now | appreciate the cormments that have been
made earlier that we can maybe separate oversight from
funding but currently I have not heard in the framework
about how one would do that. So | think in ternms of the
federal oversight that that is another big issue and then
there is the issue of -- that we have not even gotten to
-- of sort of nonetary gain for these.

Do we want to push it into the private sector
where everything is going to be limted by a certain
nunber of institutions which stand to gain nonetarily
fromthis? That is what | think we give up by forcing it
into the private sector.

DR. BACKLAR: And that is, |I think, going to
be extrenely inportant, however we cone out in this
report, to nake sure that we exam ne and |l ay out the
| osses that may incur.

DR. SHAPIRO Di ane Scott-Jones?

DR SCOIT-JONES: | think there is another
| oss associated with Carol's |last point and that is just
that science should be open and that it should be
communi cated easily and freely anong everyone, and |
think that that may happen less when it is in the private

sector entirely than when it is in the public sector.
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DR. KRAMER: Ri ght.
DR. SHAPIRO | think -- | just want to put

the -- we are going to break now but we are going to cone

back at sonme tinme during the day, at |east take a straw
vote and see where people's opinions lie. W do not

necessarily have to nake a final comm tnent.

I nust say for nyself | am unpersuaded by the

argunments that we shoul d separate for purposes of federa
fundi ng here the derivation and use.

DR. CASSELL: You were unpersuaded?

DR. SHAPI RO  Unper suaded.

DR. DUMAS: That it should be separating?

DR SHAPIRO. | do not believe it should be
eligible in the sources we tal ked about but there is a
lot of -- | understand -- very good argunents on the
other side but | would caution us to be careful about
argunment s based on presunptions we cannot really
establish. Like we can do everything we want by
restricting ourselves. That is not always the case.

Anyhow, let's take a break and let's try to
reassenbl e at quarter to 11:00.

(Wher eupon, a brief break was taken.)

DR. SHAPI RO Col | eagues, if we coul d begin
our meeting again, please.

We have roughly a half an hour to spend
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bef ore public comrent. Public conmment is at 11:30 and |
want to get to that as close to the schedul ed nonent as
possi bl e out of respect for those who signed up for
public conment. So we will spend the next half hour, it
may not be enough, of course, but we will at |east begin
our discussion of the oversight nmechanismif | could use
that as a characterization of one particular nodel that
you have in front of you

Now t here are a nunber of very inportant
i ssues to discuss here, which we really have not had an
opportunity to discuss before now and that is -- at |east
sonme of the key issues are oversight over what. Is this
oversi ght over publicly funded research in this area? |Is
it oversight over all research done in this area? Is it
oversi ght over the research that deals with enbryonic
material? That is the use of excess enbryos for

derivation and/or use. O is it oversight over that plus

simlar effort -- anal ogous efforts, excuse ne, dealing
with material derived fromfetuses -- fetal tissue and so
on?

So there is a very inportant issue of just
what it is oversight for. Now maybe we coul d begi n our
di scussion by focusing on that. | really do not want
to focus too nmuch on whether it is, you know -- there is

this many nenbers or that nmany nenbers. That is really a
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kind of small issue. |In the end soneone has to think
carefully about that. That is probably not where we can
spend nost effectively our tine.

But perhaps we coul d begin by seeing how
peopl e feel regardi ng oversi ght over what. Wat shoul d
be the scope of its responsibilities and what are the
criteria regardless of what it is providing oversight
for. Wat are the criteria for which this oversight is
bei ng execut ed?

Davi d, and then Larry?

DR COX: So the -- as | stated earlier,
believe that we already have a foundation on which to
begin this, which is the guidelines on which fetal
material can be used to derive stemcells fromfetal germ
cells. And those criteria are laid out quite clearly and
are already sort of accepted in society.

| think that to have that as a starting
point, and this is primarily oversight in the generation
of cells, and what the source of the material is and what
those conditions are, whether the source neets those
conditions, and so | think that having oversight on that
of any stemcell line that is created, whether it be from
fetal tissue or fromenbryos, would be ny choi ce because
it is a coomon set of criteria.

The enbryos nmay have additional things to
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them but that what we really want to pay attention to is
this -- the very reason the fetal guidelines were set up
is that you separate the use fromthe generation and it
is not the sane people. So | think that that is, to
me, a primary thing that the oversight should pay
attention to.

A secondary thing, though, which cones in
terms of the use, and | would really like to nmake this
di stinction between the oversight for the generation
versus the oversight for the use, I think it would be a
m stake to have oversight of what the uses are of every
ti me one has an experinental protocol for use. W had
this discussion at the [ ast neeting.

And a recommendation that cane up that | was
-- at the last neeting that I was very in favor of is
have |i ke an Institute of Medicine report of what are the
uses that you would |i ke not to see happen versus those
you woul d Iike to see happen so you have guidelines for
| RB's and other things and not have it be protocol by
protocol in terns of use.

DR SHAPIRO Larry?

DR MIKE: | echo Dave and actually the way
that the current draft recommendati on reads is confusing
because it tal ks about review of scientific nerit and

ethical issues and then later on in a paragraph it tal ks
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about policy and ethical issues.

| think that what -- NIHis going to set up
sone kind of a nmechanism | do not think we need to
recommend an oversi ght body like a RAC. The individua
research projects are not of the potential dangers that
the reconbi nant DNA type activities were worried about.
Here we are tal king about areas which | do not think are
as controversial as that.

So I would settle for the follow ng
mechani sm  Sone sort of creation of pedigree along the
line of what David was tal king about, and we may not need
a very formal nechanismfor that. That m ght be done
internally.

| think Eric had brought up the issue about a
registry of projects so that people could see the range
of kinds of things. | think the peer review process
woul d be adequate for judging the scientific nmerit of the
specific research projects proposed.

And then sonebody like the Institute of
Medi cine that would review -- it may not have to be
yearly. It could be after sonme tine has passed to see
whet her all the excitenent is being realized and what is
actually going on. A body |ike that coul d conbine
policy, ethics and scientific expertise together to

review t hat.
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So I amnot |ooking for a national body that
does project review and | agree with David on that but
nore or less to say that if we are going to recommend
limting the types of sources of stemcells -- the
sources then we need a nmechanismto assure that and then
we need a registry for the research projects.

Now t he registry could be opened up to the
private sector but my guess would be that they would be
very loathe to tell you what they are doing. So |I do not
know what we woul d do on the private side unless we nove
towards sone fairly rigorous regulatory matter.

DR SHAPI RGO  Bernie?

DR LO Yes. | guess, | wuld like to go
back and think through what the purpose is. | think one
of the purposes | would argue is to recognize and respond
to public concerns that given that this is such a
controversial norally contested, as you said earlier,

Har ol d, area of endeavor, we would |ike sone assurance
that people doing it are doing it in accordance with
general ly accepted noral and ethical standards.

| agree with Dave and Larry that for NIH
funded proposals | have no question about scientific
nerit. They are going to be very neritorious projects
gi ven the peer review at the NIH

| am nore concerned that in deriving stem
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cell lines for sure but maybe even using themthere my
be ethical issues that -- some of which we may not even
foresee and that given that this is a controversia
sensitive area, | think it would just be prudent to say,
"Let's go slowy at first. Let's do it in a way that we
could really assure the public that this is being done
responsi bly."

| nust say that | would really want to
i nclude as best we can privately funded research.
think the issue that was raised earlier this norning
about whet her one of the conpelling reasons to federally
fund this was that we saw no ot her way of bringing
privately funded work into sort of the ganbit (sic) of
public oversight. | think we need to question that
assunpti on.

| think there are nodels out there and the
very |l east we should say that fromsort of an ethica
poi nt of view we would strongly recomrend that a
mechani sm be set up by which privately funded research
woul d cone before a public oversight body to | ook at what

i's going on.

| nust say | was very -- | do not know how to
say this -- disappointed in the way Geron set up its
Et hi cs Advisory Board. | nean, | do not think that neets

standards that a thoughtful person would view as
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appropri at e. You do not set up an advisory board after
you have deci ded what to do and say you have got a short
time period to justify what we have deci ded to do.

| think it is that -- it is that kind of
procedure that gives people who do not necessarily have,
you know, fundanental noral and religious objections to
this kind of research, it gives people a question of what
i's going on out there.

We need standards they would think are
ethically appropriate so | would urge us to try and find
some way of not necessarily bringing everything case by
case but having sone sort of oversight over what goes on
in the private sector.

DR SHAPIRO.  FEric?

DR. CASSELL: Well, | amgoing to be the
fourth comentator to really point out that what we are
not addressing are sone of the issues that canme up in our
previ ous di scussions and that should be addressed by an
over si ght whatever, and those are the issues of respect
for human tissue, respect for enbryos, and issues of
justice and use.

They are al so the reasons why we want to nake
sure as nuch of what is done is done in the public sector
as opposed to the private sector.

You establish, Bernie, an ethics commttee
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like that if you want to make sure you can go on doing
what you wanted to do. That is why you do that. | nean,
ever ybody knows t hat.

W woul d like to have one that is overseeing
not the individual protocol, that is not our concern,
ot her people do that very well, but in some way, which is
hard to define, that is why all our comrents have been so
abstract, in sonme way of tracking what is this -- what is
this protocol |eading to? What canme out of it and how
does that affect what we are to do in the next protocol?

It is the kind of oversight on science that
does not presently happen where science has sinply been
allowed to do its thing and then what happens i s what
happens.

But in this issue because of the use of hunman
enbryos, we thought there was a difference, our public
commented the sane thing, respect for the enbryos,
socially just use, and to nmake sure that the research
progress as it goes on neets the need of the people who
are actually paying for it.

DR SHAPIRO Ot her comments about this?

It seenms to ne we have sonme serious issues to
address here and let's address what seens fromjust the
comments that have been nmade, not necessarily my opinion,

seens fromthe comment that have been made here to be an
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issue, and that is the question of project by project
review -- whatever oversight is up here -- vis-a-vis sone
ot her type of review And there is also this

di stinction between use and derivati on.

Let's just tal k about the use for the nonent
since that is probably in sone level a little easier. |Is
it the general feeling that whatever oversi ght nmechani sm
we design here that you do not want, is what | am hearing
so far, a project by project review? Is that -- aml
listening correctly? Am1l hearing what people are
sayi ng?

DR. CASSELL: Well, of the kind of presently
exi sts. Wiat we are saying is the NNH and so forth has
the ability to do the project by project.

DR. SHAPI RO The science, yes, | understand.

In the typical way.

DR. CASSELL: That is right. But project by
project reviewin terns of outcone and use, while it is
not quite the sane -- in other words, it is not so
bl anket that there is no control at all over individua
projects but the area of control is not in the nature of
the science, is it good or bad science, but what is
happening with this.

DR. SHAPIRO | just want to understand. |

under st and t hat point.
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DR. CAPRON. \What happens then if we are
thinking this woul d be sonmething that would extend to the
private sector?

DR. CASSELL: Well, that is exactly -- |
think you have no control over the private sector. Even
if they registered every enbryo that comes down the |ine
and gives themall first and | ast nanes, you would stil
have no control over what is actually done with the
ti ssues and you just do not.

DR CAPRON: Well, | amnot sure -- | am not
sure as a rhetorical statenent whether you are right.
Certainly the British believe that their human
fertilization and enbryol ogy authority has that contro
as to what is done with the enbryos but | was not
assum ng that we were going to have an authority.

But suppose Bernie's comments | ed an
organi zation like Geron to say, "You are right, this kind
of ad hoc privately funded group of ethicists who we
gat her does not give us the reassurance that we are doing
the right thing and does not reassure the public, and we
want to have a very good reputation with the public. W
want themto feel confidence that we are doing the right
thing. And so if you have an oversi ght body, NSCORP, or
what ever you are calling it, we will go before it and we

will tell themhow we are going to derive these cel
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| ines and what research is going to go on with them Now
we expect part of that neeting will be open and as is
presently perm ssible with any federal advisory body,
part of it will be closed when purely proprietary matters
are around the table but we are going to go to them"

Is that -- and that group cannot say, well,
case by case there is going to be the NIH study sections
because they are not going to go to NIH study sections
because they are not seeking federal funds. They are
doing this with their own funds. Are we ruling that off
t he tabl e?

DR. CASSELL: Can you clarify for a nonent?
Is there no regulatory force behind this body in your
hypot heti cal ?

DR. CAPRON. There are two questions.

Whet her the body woul d be avail able to organi zati ons and
whet her the organi zati ons woul d be required to conme to
them In the case of the Reconbi nant DNA Advi sory
Committee, it did not have regulatory authority and yet
in the early years, to the best of nmy know edge, all the
experinments, including ones which were being carried out
by industry as they began to gear up, cane to them and
then after they got to a certain point those
responsibilities were spun off to EPA and t he Depart nent

of Agriculture as they related to different areas.
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It is also true that the RAC operated by
categories and so that as a category of research cane to
be seen as not problematic you did not need approval
whet her you were federally funded or otherw se but that
was voluntary on the private side as | understand it and
it was done for the same kinds of reasons that a Mnsanto
or whoever was going to do that work wanted to be seen as
a good citizen and not to be doing something which the
public had not had a chance to hear about and a
know edgeabl e revi ew body said, "Yes, you are doing it in
an appropriate way."

DR. CASSELL: That is categorical rather than
this individual research project.

DR. CAPRON. No, they went with a research
project. They went, you know, we are going to take this
vector and that, and then -- and the body said, "Well,
yes, this vector is still subject to our individua
review of the circunstances and are you doing it in the
right way. This other vector, no, we have approved it.
You can do al nost anything you want with that vector it
is so safe you do not have to conme before us for that one
but you do have to conme before us if you are N H funded
here and you are voluntarily putting yourself in the sane
category."”

| gather that worked pretty well for a decade
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or so. That is ny -- | nmean, we do not -- one of the

i ssues that | hope we are going to study on this sort of

revisiting the Asilomar conference a year from now, but

that is a separate thing -- but that was w t hout

regul atory authority. It was not required for all that.
Now sone of those things may also if they

were drug related had to go to FDA and that is a separate

I ssue.
DR. CASSELL: My | nmake one further conment?
DR. SHAPI RO  Sure.
DR. CASSELL: When | say not study by study,

I do not nean what you are tal king about. | nean, in the

sense of the details of the science and did they do the
right thing and the right reagent. You know, will it
produce good science, | nean.

But what you are tal king about is precisely
the kind of control | think you should have. Yes, what
they are doing project by project or categorically should
come out in the open and project by project in the sense
of this kind of project or this category of project
shoul d be in the open and there the openness is the
regul ati on. However, there is a big difference between
the science -- between private science of ten years ago
and private science nowin terns of its nmuscle and noney

and so forth.
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DR SHAPIRO.  Trish?

DR BACKLAR  Well, | am concerned about
oversight in the private sector. |[If there will be --
how one can have oversight in the private sector to
ensure that the people who donate the tissue or the
enbryos are properly protected. So that is where ny
concern will be.

DR. CAPRON. Again, | nean, as | understood
what we were tal ki ng about at one point -- and the reason
| tried to nake the distinction between federal funding
and federal regulation would be if there were standards
establ i shed which had to be followed by the federal --
the funded researchers or NIH researchers, it would seem
to me that if they are articulated in a reasonabl e way
one could create the expectation that any legitimte
researcher was going to adhere to them

There may be people who would be willing to
be outliers and take the wath of people saying, "Wll,
we have got to now | egi sl ate because you guys are doing
things. You are getting enbryos wi thout getting the
woman' s consent or the couple's consent and you are doi ng
it at a stage where they have not deci ded what they are
doi ng and you are pressuring themand offering them
incentives to create nore enbryos, and this is really not

fertility work, it is really disguised as the creation of
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enbryos for research.” | think there could be a public
reaction saying, "W will assert commerce cl ause
authority in the federal governnent.” | nean, the State

of California and one other state |egislated on the
cloning issue. States would get into it.

But I would think that we could go into this
with the expectation that the scientific conmunity wants
to behave in a way which will not subject individua
conmpani es, Geron or anybody else, to public criticismfor
doi ng sonething that falls short of a standard that was
established for federally funded researchers.

So I would not put the enphasis right away on
building the I egal case for why this is subject to
congressional authority. | would try to establish what
we think are a reasonable set of standards as to the
ki nds of things that you just nmentioned and put forward
our expectation that researchers will follow those
st andards, whatever their sources of funding and
recogni ze that if that is not the case Congress will face
an additional question as to how or |egislators nore
broadly face an additional question of how they want to
deal with that if they think it is a serious enough
vi ol ati on.

DR. SHAPI RO Larry, and then Rhetaugh?

DR. M I KE; | hear two |lines of discussion
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here. One is about oversight over the uses and the
actual research uses of stemcells. The other one is
over si ght over the derivation.

On the uses, | do not see, and someone can
persuade ne otherwi se, | do not see different ethica
i ssues and unique ethical issues in this area from ot her
areas of research in the actual application of uses of
stemcells. So | do not -- so | amconvinced that we
need an et hical oversight of whatever kind outside our
current systemof IRB's by institutions for those.

On the derivation side, that is all -- and I
think the only way that we are going to be able to do
that is to devel op standards or best practices or
what ever for people to follow, and then | woul d agree
with Alex that the way to -- that is going to be
practical to acconplish in the private sector is that you
-- it is sort of alnobst |ike you get the standards and it
is al nost coerced they be able to follow them Maverick
researchers are not going to foll ow them anyway but the
| egitimate ones, | think, would.

DR SHAPIRO Well, let ne -- | know | want
to recogni ze Rhetaugh in just a mnute but |let nme just
try to raise an issue with respect to probably what is
the easiest case, that is uses as you have indicated,

Larry. And, of course, whether derivation or uses you
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have, of course, a public-private distinction. You have
kind of a four by four matrix here of issues that have to
be addressed.

On the uses side, let's say publicly funded
just to take what is the nost straight forward case, it
seens to nme that if there is an argunent for what
everyone seens to be against, project by project review
at sone |evel beyond the scientific nerit issue, | agree
that scientific nmerit can be handled in sone other -- at
sonme other point but it seens to ne the reasoning would
be that we need sone oversight to guard agai nst
prom scuous use of materials for which we are trying to
show sonme respect. That would be the argunment. It has
nothing to do with scientific nmerit only. There is al
ki nds of things which have scientific nerit.

But the issue of whether we think these
materials and in sone sense the over use when other --

for exanple, when other possibilities exist with

econoni zing the use of these nmaterials. It would have to
be that kind of an argunent. | amnot sure it is a good
enough argunment. | amnot suggesting it. But it seens
tome that is -- | nmay have misinterpreted it.

| thought Bernie was sort of saying something
like that but | may have m sinterpreted what you said,

Berni e, because | think everyone has been agai nst project
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by project review that | have heard speak so far but if
that is not convincing then in that case, the use case,
the publicly funded use case, then | cannot think of

anot her argunent. So | amjust trying to respond to
your questi on. What woul d be the argunent? It mght be
an argunent |ike that.

DR CAPRON. Doesn't that -- | hate to take
us back to the use/derivation thing again but if stem
cells -- if a particular researcher were maki ng what you
were characterizing as a prom scuous use, that is to say
was using human stemcells when she could use nmice stem
cells for an experinent, but she was using themfrom an
exi sting established stock, and if | understand the
technol ogy here, the great thing about these stemcells
is you can grow themup, they are inmmortal, they are
stable, et cetera, et cetera --

DR. SHAPIRO W do not know how | ong --

DR. CAPRON: -- | nean, that is --
hypot hetically, that is what --

DR SHAPIRO -- as far as | amtold.

Carol, you may --

DR CAPRON. Is that --

DR. GREIDER. That woul d not be ny
assunption. | mean, | certainly know people that make

enbryonic stemcells frommce and after a certain nunber
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of passages you have got to go back and nake them again
if you want to use them under certain conditions. They
are stable for a certain anmount of tinme and then you need
to --

DR. CAPRON. They becone unst abl e.

DR GREIDER  Yes.

DR. CAPRON. Ckay. Well, then the argunent
i s stronger because thinking of what | thought the word
"imortal" nmeant and what was different about these cells
was unli ke other cells which after 100 passages in the
| aboratory age and stop working, the idea was that they
were going to be --

DR GREIDER: That is not true.

DR. CAPRON. Ckay. Then | think your point
wi Il hold because then you are forced back. But again it
is really the derivation. You are basically saying at
some point you are putting pressure on the derivation
side and you going to nmake -- cause soneone to have to
make nore of these unnecessarily as it were and that is
ethically problenmatic.

DR SHAPIRO. Well, | think there is that
issue and I amjust -- | amnot exactly sure what my own
mnd is on this issue but there is also the issue, as |
think about it, of not only the issues that you have

outlined here but the synmbolic issues involved here
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regarding using this material about which one m ght want
to be nore careful. It seens like to ne different
material than just other material.

So that mght cause -- | amjust trying to
make an argunent -- one to look at even in the initia
period at |east on a case by case basis but | think what

| hear around is that people do not find that persuasive

but let's --

DR DUMAS: Well --

DR. SHAPI RO Rhet augh, you are next.

DR. DUMAS: -- ny comrent is not on whether
it is a case by case basis. | think that the approach is

sonething that we need to think about a little bit nore
but I do think there should be oversight and | think that
the oversight is on the use because that is the area that
the federal governnment has jurisdiction over rather than
over the derivation.

But | also believe that the derivation can be
i nfluenced by the type of oversight and the standards
that are set for the use. For exanple, if as a part of
t he expectations of scientists who would be using these
stemcells that they are expected to use cells that are
produced by nethods that are appropriate then through
that type of expectation we can expect to have sone

i nfluence al though we nay not have control over the
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public -- the private sector

DR SHAPI RO. David?

DR COX: So | would like to conme back -- and
this is to | obby one nore tine for an Institute of
Medi ci ne type of conmm ssion or committee to say and help
us define what these indiscrimnate or nonrespectful uses
of the cells are because |I believe until we define that,
having a regulatory body in place that has people cone
before it to see if it is being respectful or not, wll
not achieve its goals.

The reason why | feel so strongly about this
is that as | sit for nyself asking what woul d be
respectful or not respectful science with these cells, |
have an extrenely difficult time to comng up with what a

not respectful experinent is.

DR. SHAPIRO Well, let ne give you an
exanpl e of a category. | cannot inmagi ne an experi nment.
| do not know enough. But it is sonething -- Al ex gave

t he exanpl e of sonething that could have been done with
cells frommce would be an exanple. | nean, you use one
because you had them and you did not want to get others.
It could be sonmething |like that. Wether it would be,
do not know.
DR. COX: So to have guidelines laid out by

the conmttee that would allow scientists and | ay peopl e
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to go before the IOMto have the discussion about what
such things would be. The -- | have no problem once that
is laid out and | also really like the idea in terns of
gui delines for use of sort of having it publicly
avai | abl e what the uses have been. | think recording
that is extrenely helpful and that is an easy thing to
do.

But | just think of having -- | just envision
scientists or other people comng before a group to
deci de whether it is respectful or not of how to use
these cells, if you do not |lay sone groundwork for that

ahead of time, | think it is Enperor's New d ot hes. | t

is going to be sonmething that is set up to make peopl e

feel good and it is not actually going to be achieving

that at all.

DR. CAPRON. But that panel has to set those
standards itself. You cannot -- as a nenber of the
Institute of Medicine | will speak against assigning this

to the Institute of Medicine.

(Laughter.)

DR COX: But, Alex, | amnot keen on --

DR. SHAPI RO They m ght choose Al ex as head
of the --

(Si mul t aneous di scussion.)

DR. CAPRON. It is not just overworked.
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think it is inherently it is not subject to the Federa
Advi sory Committee Act. Part of the value of that pane
wor ki ng through that issue and articul ating the standards
woul d be that they are the ones who are going to
eventual |y have to apply that and they ought publicly to
go through a process for which they are accountable if |
understand it.

DR. COX: But all | amarguing is that the
standards shoul d be set before people start getting
j udged by them

DR. CAPRON: Yes.

DR. COX: That is all that | am sayi ng.

Ri ght now we have --

DR. CAPRON. And in light of experience.

DR. COX: Absolutely. W have an ongoi ng
assessnment of what is happening and that we have
standards set. That is the situation that we have ri ght
now with respect to the derivation with fetal tissue and
that is where we have grounding. W have sone way of
proceeding forward. But if we did not have that first
then it would be really very difficult to proceed
f orwar d.

DR. SHAPIRO Bernie, and then Larry.

DR LO Let ne followup with David's

concern about whether you can articul ate standards in
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advance of sort of reviewing a series of cases. | would
argue that it is sort of an iterative, alnost secul ar
process that to -- | nmean, we would have a hard tine as
woul d any ot her thoughtful body have a hard tine sitting
down now i n advance of very many protocols sayi ng what do
we think are the really inpermssible uses that are

di srespectful of enbryos.

When the enbryo panel -- the NIH Enbryo Pane
did it in 1994 we tried to take, you know, a really off
the wal |l exanpl e.

But ny point is that only when you actually
| ook at some protocols that people are proposing do you
start to get a sense of, yes, all of these are fine; you
know, we do not have any problemw th this one; we have
sonme concerns; and this one we really have strong
obj ections to.

So | think part of this is that you cannot
al ways antici pate and because this is so new and so
unpr ecedent ed you want sonme way of finding out sooner
rat her than |ater what sone of the problematic areas are.

That is not to say we cannot try in advance to try and
define sort of the broad guidelines as to what is
unacceptable. M sense is those will only take on
nmeani ng as we view themin the context of actual cases

com ng up
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| think the way we can do that in the feta
transplantation area is there is a |lot of experience with
i nformed consent, with abortions, and the kinds of
pressures wonmen are subject to and not subject to. Just
as | think we can tal k about guidelines for consent for
enbryo donation in the | VF context but when we are
starting to get into areas where there is not a whole | ot
of experience we would need to kind of have this
i nterplay between the actual cases and trying to set up
gui del i nes.

DR. COX: Please keep the derivation separate
fromuse because all your exanples were derivation
exanpl es, not use exanpl es.

DR SHAPIRO Larry?

DR MIKE First of all, I would really
object to any kind of a judgnment that says you shoul d do
nouse experinments first before human experinents. | do
not know how we can get into that area and nmake a
deci sion on that.

But there are current nmechanisnms. If we are
tal ki ng about a research proposal that has aspect of
derivation then hunman subjects protection should fall in
then there should be an institutional review Qur Human
Bi ol ogi cals Material Report is putting forth sonme other

recommendations and we will be dealing with human
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bi ol ogical tissues. So it is not like it is going to be
avoiding it and only the scientific panels at the NIH
will be doing the review. They are going to have to go
t hrough the usual review process. So | fee
confortable with that.

My idea of the IOMwas not to set standards.

The 1OMidea was that after the dust has settled out,
there are sonme experinents going in, it is a review of
the progress and the issues around the use of human stem
cells in research. Are we noving along the line that
everybody was excited about and that justified federa
funding for it. That kind of reviewis the ones that are
nore classically within the 1 OM purvi ew.

DR SHAPIRO.  Trish?

DR BACKLAR But the issue is that sone of
those oversights will not work if it is in the private
sector. Isn't the point about thinking about sone kind
of oversight body is that it would | ook not only at what
was federally funded but al so what goes on in the private
sector and | amnot certain how those protections would
be in place in the private sector

DR MIKE: Only in the sane way that current
ones are in the sense that institutions that participate
in such research if they are followi ng federal guidelines

and if they are publicly funded they would fol |l ow federa
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gui del i nes.

DR. SHAPIRO.  Arturo?

DR BRITO | want to second what Trish just
said but this is a very specific and very special area
that I think we have to be very careful with and I woul d
feel very unconfortable wi thout the oversight in the
private sector so | would be very unconfortable relying
strictly on what regul ati ons exist right now for other
types of research

DR. MIKE  But, you know, we are getting
into sort of a funny area. W said that we are focusing
on federal funding and that now when we cone to the
oversight we are trying to have a nmuch nore rigorous

application of control in an area outside of federa

f undi ng.
DR. CHI LDRESS: Right, that is exactly right.
DR. SHAPIRO You got it, Larry.
(Laughter.)
DR. DUMAS: Wsat | am suggesting, Larry, is
that that control can be facilitated -- well, that

control can be indirect by the kind of guidelines that we
expect the scientists who will use the stemcells to
abi de by.

DR MIKE | do not have a problemwth

that. | do not have any problemw th that but there is -
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DR DUMAS: But if we have sonme standards or
conditions that, you know, that we would | ook at under
whi ch these cells are collected and the conditions under
whi ch they are forwarded to people to use then I think we
woul d, in essence, have sone nechanismfor control in the
private sector.

DR MIKE: As | say, | do not have any
problemw th that but | think Trish and Arturo does.

DR. SHAPIRO O her comments and questions
now? | want to nove to public comments al nbst right away
so we will continue our discussion on this issue.

We have really quite a nunber of distinctions
to make here and we are going to have to start making
them There is -- first of all, where the oversight is
to cover both the -- as | nentioned before, both
materials derived fromfetal tissue and enbryos, whether
that shoul d be the sanme oversi ght mechani smthat we have
or whether we should | eave the fetal one to the existing
one anplified in some way. W have the public versus
privately. W have the use versus derivation. And we
are going to have to start indicating which paranmeters we
want to sort of begin narrowi ng down on so we can
actually articulate an oversi ght mechani smthat makes

sense but we will return to that as our neeting goes on.
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I have two peopl e who have signed up for
public comment. | do not know if they are -- either, or
both or one are here right now But just let ne rem nd
everyone that public coments are limted to five mnutes
plus if there are any questions from conmm ssioners in
addition to that it could go longer in any individua
case.

Let me see if M. Stan Khawan is here from
Meadvill e, Pennsylvania, if | read the town correctly.

He had wanted to address the conm ssion on the use of
m si nformed human subjects in research. He may if he
comes in, in the next short while, we will certainly

still be available to hear from him

Also here with us today is Phil Noguchi, who
we have known before, fromthe FDA, who also would |ike
to speak to us regarding the use of human enbryoni c stem
cells in research

| think -- either you can stand. If it is
nore confortable for you to sit you are welcone to take a
seat at the end of the table. \Whatever is easier.

PUBLI C COVMENT

DR. PH L NOGUCHI , FDA

DR NOGUCHI: This would be fine.
| appreciate the opportunity to again to nake

a few coments about the FDA perspective on this
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di scussi on.

The first thing I would just like to rem nd
this comm ssion is that you have many constituenci es and
certainly the FDA and | as the director of Cell and Cene
Ther apy, which would regulate the clinical use of these
products, we take what you say extrenely seriously and I
feel that it is very inportant that should you have ngjor
reservations about any of the types of approaches being
taken it would help us quite a bit to know that.

Now, second, | would like to foll ow up on
some di scussions about is there a nechanismto oversee
both the private and public sector in ternms of research

| am speaking now only for that which is used in
clinical studies. However, one nust admt that the
primary reason there is so nuch interest in the use of
enbryonic stemcells is, indeed, for their clinica
appl i cation.

We have had a | ot of experience with gene
therapy and with xenotransplantation. Two areas which,

i ndeed, bring forth sone of the simlar concerns, that is
gene therapy first being a possible genetic nmanipul ation,
per manent or otherw se, of a patient's own DNA.
Xenotranspl antati on being the use of aninmal organ cells
and tissues where the concerns are not only to the

patient but to the public at large in terns of potenti al
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zoonoses.

Now here we are faced with, | think, what is
the even broader scale of public interest and concern,
that is the possibility of being able to regenerate or to
repair things that wear out, brains wear out, nuscles
wear out, things of that nature, and we have ot her
clinical applications using |ess advanced techni ques for
this but what we have really found is that in order to
get the very best clinical science in order to nmake sure
that this is as safe as possible, public discussion,
especially in controversial areas, has proven to be
extrenely hel pful.

Now in ternms of a nodel -- for exanple, the
RAC, all conpanies and all sponsors who have ever done a
gene therapy protocol have all submtted their protocols
to the RAC. They are not all publicly reviewed and they
are not always submitted in tinme but they have all been
submtted there. The public suasion of that process is
such that, in fact, it has becone a de facto requirenent.

Sonme of the advantages of that public
di scussion are, first, you know what is going to happen
and FDA with the O fice of Reconbi nant DNA Activities and
the RAC are now starting to do this in a nore proactive
way such as whether or not to allow in utero gene therapy

at this point in tinme, and actually there were several
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conf erences whi ch concluded, no, not yet until nore
science i s done and under these conditions and these
woul d be some of the concerns in terns of inforned
consent. So that certainly in anticipation of sonething
that may happen in the future was extrenely val uabl e.

It can also help us to make those deci sions.

Should we do this and, if so, what are the concerns and,
if not, why not? 1In a separate forum but for
xenotranspl antati on we have now as a soci ety deci ded that
the use of nonhuman prinmates is not warranted in terns of
any type of transplantation at |east for the United
States. It certainly hel ps to gauge whether or not the
society is ready to nove on into a particul ar area.

And then | think finally going back to the
question of this particular area, should we not being
doi ng the very best science, should we not be doing the
very best clinical studies, and |I can assure you that
private funding being what it is, what can be inmgi ned
will be done but they are also subject to all the rigors
of what is practical to do.

If a conpany, for exanple, enbarks on a
devel opi ng project that involves sonmething that is not
really acceptable to this type of a forumor to society
in general they may waste five years and eventually not

come up with a product. So | ampretty sure they would
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be very interested in actually being able to discuss
these sorts of things in public.

So with that I thank you for your attention
and that is just FDA's point of view for this process.

DR. SHAPI RO Thank you very nuch. They are
very hel pful conments, indeed. Let nme just see if there
are any questions from conm ssioners.

Yes, Carol ?

DR. GREIDER. | had a question about the
xenotranspl antation. Am| correct that there was
recently a conclusion that reversed earlier ideas about
xenotranspl antation in ternms of the danger of vira
transm ssi ons?

DR. NOGUCHI: | am not sure what exactly you
are referring to. FDA has issued a gui dance docunent
sayi ng the nonhuman prinates are not appropriate for use.

There has been additional findings that pigs harbor an
endogenous virus which can actually infect human cells
and that there is sone formof activity, retroviral
activity, that can be found in some natural porcine
products.

DR CGREIDER So what is the reason for the
nonhuman primates not being used? |Is that because of the
viral transfer?

DR. NOAUCHI : That is because of the -- of a
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| ot of burgeoning evidence but | would say prinmarily
there is now good epi dem ol ogi c evidence that both H V-1
and H V-2 were transmtted from nonkeys and that clearly
is arisk that we are not willing to take.

DR. GREIDER. So that the dangers of
xenotranspl antati on kind of get at the issues that we are
addressing here in terns of autol ogous transpl ant issues
of tissues.

DR. NOGUCHI: | believe so. Al these stem
cells, human cells you have | ooked at, are at this point
in time essentially teratocarcinona cells and while they
may or may not really be cancer, they certainly [ ook |ike
it so the next step is to nmake sure they only go in one
direction and they stay nornmal just as one exanpl e.

DR. GREIDER Interesting.

DR. SHAPIRO Are there other questions for
Dr. Noguchi ?

Wl |, thank you very nmuch for com ng here
today. W appreciate that very nuch

Has M. Khawan arrived?

Is there anyone el se who wi shes to address
t he conm ssion who is here today?

If not, we still have -- let's -- there is no
one else. W will end the public conment session but

let's return to our discussion regarding oversight and



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

115

let's at | east spend 15 mnutes with it at the nonent and
then see how far that gets us, and that will -- we can
continue this afternoon if that is necessary, which it
may be.

I want to go back to what | thought was a
sinple question | was trying to ask. | probably asked it
in an extrenely obscure way. And that is, is there
anyone on the conm ssion who feels that we need project
by project oversight beyond the |ocal area review and

study section, and the stuff is just out there in any

case?
DI SCUSSI ON CONTI NUES ON DRAFT REPORT
DR BRITO For the use?
DR SHAPIRO. For the use. Excuse nme. Thank
you very nuch, Arturo. | appreciate that correction. |

was really thinking about use. Thank you very much.

So whatever the national oversight is in the
judgnment of the conm ssion, it is not a project by
project review regarding use. Let's just stick on use
for a nonent.

Let ne ask another question. Watever our
system of national oversight mght be in this arena, do
we want to at the very least nmake it avail able and
encourage private organi zations to use -- to participate

in the systenf
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(A chorus of yes.)

(Laughter.)

DR SHAPIRO A kind of --

DR. CAPRON:  Anen.

DR. SHAPIRO Right, anen. That is right. |
was | ooking for the right word. That is it. Thank you.

Larry?

DR. MIKE: But ny question to the conm ssion
menbers then is that what do you about private research
that creates an enbryo to --

DR. SHAPIRO Yes. W are going to get to
that. | agree that is an inportant issue, derivation and
so on. But we are just tal king about these. | amjust
trying to get a few things straight in ny head so as we
begin to build structure we have sone anchors to build it
on.

kay. So we are agreed that -- again we are
| ooki ng at the use right now -- that whatever structure
we devel op and however we articulate it we want to
encour age everyone doi ng research which uses these
materials to take advantage of the oversi ght nechani sm
so on and so forth. | do not have the | anguage but that
is very, very hel pful

Let ne ask -- let nme now go to derivation.

Not that we have resolved all these issues.
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DR. LO | was counting Eric's phone calls.

(Laughter.)

DR. SHAPIRO | think we ought to start
charging himso nuch a call. | nean, AT&T is probably
chargi ng himand we ought to charge him so nuch.

Let ne now just talk about -- see where we
are and talk about it for a nmonent on the derivation,
that is we have to get back to the i ssue because we have
got to resolve derivation regardi ng whether federa
funding is appropriate. But assum ng for the nonent that
it is just as a way of dealing with this part of the
conversation, what do we feel about oversight in this
area or derivation, whether it is fromfetal tissue or
fromso-call ed excess enbryos? |Is that a project by
project review? For exanple, in order to certify that,
in fact, the sources here are those that are deened to be
appropriate at this tine.

(A chorus of yes.)

DR. SHAPIRO (Ckay. So that is project by
project. Ckay.

Now | et nme ask the question -- and we woul d
likewise in this case want to encourage everyone who is
doing this to take advantage and foll ow t he gui delines
that are articulated and so on.

(A chorus of yes.)
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DR. CAPRON. Could we put that a new way? It
is not sinply a matter of encouragenent. The report
woul d expect -- establish the expectation that anyone in
this field would do that. It is a noral expectation.

Whet her it becones a legal one is a --

DR. SHAPIRO Yes. W are not going to
reconmend t hat.

DR. CAPRON. Just a slight difference in
t one.

DR SHAPIRO. | understand. | understand the
I ssue. How do other conm ssioners feel about that issue?

DR. CAPRON. Strongly.

DR. SHAPI RO  Strongly.

DR. MIKE Harold, can | ask a question? W
have not yet addressed the question about what nechani sm
we are going to use to --

DR SHAPIRO. No, no, | understand. W have
to design this. That is right. There are a nunber of
different ways to do it. | amjust trying to get sone
paraneter set here so that as we set the design that we
can think about it carefully.

So what we have -- what seens to be the
preference of the conmssion is with respect to
derivation, whether publicly or privately funded, that it

would -- this is a project by project or situation by
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situation review to which we expect everyone to
partici pate under the guidelines that we |lay out.

Now in all of this that we have been tal king
about | took it fromwhat we said before or what other
comm ssioners said before that we really want this
over si ght nmechanismto enconpass both the enbryonic
material and the fetal tissue material but we do not want
to make that distinction for this purpose.

kay. Well, that is extrenely hel pful. That
is a series of at |east tentative decisions which really
will help nail down the -- and so, for exanple, if you
| ook at the recomrendations in chapter six right now,
regardl ess of what one thinks about them i ndividually,

t hey woul d obvi ously have to already be rewitten if for
no ot her reason than to reflect this.

Now could -- | ama little unclear in nmy mnd
-- what | would |like to return to right nowis the issue
of -- all right, we do not have in the case of use now --
returning to use -- we do not have any project by project
revi ew beyond the | ocal study section, et cetera, that is
al ready in place.

What ki nd of review are we expecting? One
possibility, which I think | have heard sone people
mention, is just that all projects would in sone sense

have to be registered and i nformation accunul ated, public
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reports made once a year regardi ng what has happened,
what the outcones are and so on, and an eval uati on nmade
of the way the systemis working. That is one kind of
thought that | think I have heard expressed here.

Is that what -- is that the kind of nationa
review again for use that people are thinking about and
presumably this conm ssion or whatever it is that is
establ i shed would on the basis of this information
devel op ideas, devel op guidelines and so on which you
woul d expect IRB's over tine to |ine up against but this
woul d be, as Bernie said, an iterative thing that is very
hard to judge all these things in advance.

Is that the kind of idea? | amnot trying to
detain (sic) a solution here. | amjust trying to
under st and what peopl e have in m nd.

Yes, Tonf?

DR. MJRRAY: \Very tentatively that seens to
me one plausible function for this review conmttee.
want to direct a question now nore to the scientists on
NBAC. Is it reasonable to think that there will be
di scerni bl e categories of studies that will be sort of
identifiable as research begins to unfold that this
review conmttee mght, in fact, conment upon and nake
some recomendati ons about ?

Is that reasonable or is it likely to be so
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fluid and, you know, unsuitable for that kind of -- you
know, sort of capturing the flow of where the research is
goi ng and being able to say sonething useful about sort
of ethical cautions or such, or points to consider about
di fferent categories of research?

DR GREIDER | nean, | think that to sone
degree there will be research that will clearly fal
under certain categories. You know, people that are
specifically trying to do things to differentiate cells
along the lines to treat certain diseases. But there
will also be a category which will be m scell aneous where
peopl e are doing a certain anmount of research. So |
coul d easily imgine several broad categories but then
sone areas they woul d not be categorized at all

DR. COX: | mean, that is what actually
troubl es nme because nost of the tinme I can always think
of worse case scenarios of things | would not want to see
people do but | am having trouble in this particul ar
i nstance comng up with those and so -- because |
di stinguish the cells fromenbryos, |I could think of lots
of things | would not want to see enbryos done with, but
the cells -- it is -- | nmake that distinction.

So that is why | amvery keen on accunul ati ng
what the uses are and havi ng any scientist who uses these

cells, you know, register what they are doing and then
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let's ook at it because it is what Bernie says. | nean,
you want to do both. You want to think ahead what are
the things you really do not want to have happen.

| woul d be open to having anybody tell ne
what they do not want to have happen. | am having
trouble comng up with that nyself but at a m ni num
regi ster what people are doing so we see what it is.

DR. DUMAS: Wuld you also want to register
how the cells were obtained even though that is not
private -- you know, how do -- how do --

DR COX: As distinct fromderivation?

DR. DUMAS: No. As a part of derivation.

DR COX: But | see use and derivation as
very different here.

DR. DUMAS: Well, you nmade a statenment about
use. Wuld you not want to have the people who are using
the cells have sone intelligence about how those cells
wer e obt ai ned?

DR. COX: Absolutely but I would want that to
be regul ated under the derivation. | do not want any
cells out there for anybody to use that have not passed
what our derivation --

DR. SHAPI RO  Rhetaugh, | think presunably in
this area | think that one way or another if someone is

proposing to use cells they would have to find sone way
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of testifying or certifying or being certified that the
use that the cells that they are using were derived in
ways that seem appropriate. W have to have sone
certification process.

DR. DUMAS: Right. They are not -- | was
just -- yes. | was wanting to nake sure that in that
survey list of information that would be collected and
accurmul ated that that woul d be one aspect of the
i nformati on that we woul d be getting.

DR. SHAPIRO Right.

DR. CAPRON. Let ne try to respond to David's
request if | nay.

DR. SHAPI RO Yes.

DR. CAPRON. And it is the exanple | gave
before that Larry ended up rejecting but instructed by
you and Carol a few nonents ago that we are not talking
about inexhaustible stock. Once you create line X1, at
sonme point the cells becone abnormal in sonme way and are
not useful and you have to go and create |ine X2.

It would seemto ne that agreeing that these
cells do not have the status of enbryos and, therefore,
the full blown concerns you woul d have about any use of
an enbryo did not arise. To the extent that they require
a process of creation out of an enbryo they ought to be

used with a certain necessity.
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After all, the whole argunment here for
altering the present framework which says you cannot use
the enbryos at all with federal funds, you cannot use the
enbryos at all is that, well, there are certain things
which are scientifically very inportant where this
techni que opens the door that was not open before and
there may be things for which they are not really
i nportant but absolutely essential.

If you get to a use which does not qualify in
that way where you still have a great deal of prelimnary
work that could be done with a nonhuman stemcell [ine or
where the science to use the findings does not seemripe
at all and a year or two fromnow it would be a much
better tine or a much nore prudent tinme to do it.

Is that not something where purely on the use
| evel you could imagine a conmittee hel pfully and
appropriately establishing a standard which says for the
nonent the followi ng things do not qualify as ethically
accept abl e uses of this very precious commodity.

DR COX: | will tell you the problem| have
with that personally is that the -- we do not have such
gui delines right now for hunman cells that are taken from
l'iving human subjects. Al right. But what we are doing
is that we are putting those guidelines specifically for

cells that are derived from human enbryos.
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DR. CAPRON. But those cells, | would gather,
are derived (a) with the consent of the individual, not
soneone el se; and (b) do not require the destruction of
the individual to derive them

DR COX: Yes. And those are the two
criteria, that is correct.

DR CAPRON: Isn't that true?

DR COX: That is correct.

DR. CAPRON. And that is, after all, why we
are having this whol e di scussion.

DR COX: And that is what makes them --

DR CAPRON: | nean, HELA cells do not raise
t hese issues.

DR COX: And that is what makes them
different. That is correct, Al ex.

DR. CAPRON. So that since they have -- |
nmean, part of what it seenms to ne we are saying, again to
gi ve you anot her anal ogy, and the difference between
enbryonic stemcells created out of enbryos that were
made for research purposes and those that were made from
enbryos that were otherw se about to be di scarded, was
that we did not think that the latter category, those
that are going to be discarded, will create an industry
and that we will open the flood gates and have peopl e

creating enbryos just like they were anything else in
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| ar ge nunbers sinply because they are -- it is easy to do
and so forth.

VW woul d rather be -- we are reluctant at
this point to think that anything approaching that is
justified. [If, therefore, you have an experinent which
coul d be done wi thout human enbryonic stemcells but the
person says, "Well, | would just assune use them" they
are pushing us in that direction because they are
i ncreasing the demand for those cells and, therefore,

i ncreasing the pressure towards having a process that is
a conodification of enbryos towards this end.

| think that is an ethical argunent as to why
we woul d want to say there should be a justification, a
necessity of sonme sort for using it.

Now | al so am cautious because | know t hat
any particular scientist may have an argunent, well, gee,
it would be so nmuch better to do this and | do not have
to do it but, boy, the research would be so nuch better,
and where do you cut that and so forth. But it is a
matter of what presunption you go in with and then you --
| actually -- and this is as to categories because we
have al ready deci ded we are not case by case --

DR. COX: The problem though, is that what
those categories are -- and see we could start but

coll ecting what the uses are -- | take your point quite
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clearly about the infornmed consent and the destruction of
those -- of enbryos in order to create the cells. That
is what makes these cells special.

DR CAPRON: Different than other human cel
l'i nes.

DR COX: Yes. On the other hand -- and so
think the presunption cones in of people saying why they
woul d want to use enbryonic stemcells as opposed to sone
other cells. | can alnost -- well, | hate to ever say |
can assure you but | feel fairly strongly that nost
research scientists would not choose to use human
enbryonic stemcells to do anything with unl ess they had
to because of the extra scrutiny that would befall them

DR. CAPRON. But that is the question. WII
there be extra scrutiny?

DR. COX: Yes. But how nuch extra scrutiny
one needs right nowin order to scare scientists away
fromusing these cells | do not think is a whole |ot.

But | think having sonme insight here but particularly

| ooki ng at what the uses are and then saying for those
uses what is acceptable and what is not acceptable I am
very in favor of and if we can think ahead of tine of
what particular classes are that we would not want to see
happen, | amall in favor of that, too.

| amjust saying that this group that is
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| ooki ng at what is collected should cone up with
suggested classes and run it up the flag pole -- run them

up the flag pole.

DR. SHAPIRO | think that is right. | think
it is going to be -- | think you are both right in a
sense. | think there are sone things we can say and

there are sonme things as Bernie and ot hers have indicated
we cannot really know now and we are going to have to |et

this group eval uate and di scover.

DR. CAPRON. | was not arguing agai nst that.
| thought at one point | heard David say, "I cannot
i magi ne what those categories would be."” And since we

had earlier discussed one such category, that is to say
research you could do just as well w th nonhuman stem
cell line, I wondered if you were also dismssing that as
a category.

DR COX: Yes, | am Because the -- and
would say it in the following way: If I want to know

what goes on invol ved dealing with humans and how hunan

cells work, I will use human cells.

DR. CAPRON. Well, that is sonmething -- in
ot her words, you cannot do with a nonhuman cell line so
the -- that standard or that barrier would not be a

barrier to that research

DR. COX: Yes.
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DR. CAPRON. So that is not a problem But |

agree. | nean, it is not as though we woul d have pages
and pages of all of these but if we illustrate and then
say it will be up for this panel to work through that,

whi ch they are going to be doing in a kind of a points to
consi der node, that is to say explain to us what you

woul d be doing, and then in the process of review ng

those they will in a common | aw way have a creation of
st andar ds.

DR SHAPIRO Let me raise one other -- | am
sorry, Arturo. | apol ogize.

DR. BRITO Just a quick corment. | have

foll owed this discourse here and | understand the |ogic
and agree with it but I just want to make sure, Al ex,
that there was one comment you made that nakes ne a
little bit nervous and I do not think it is what you
meant when you said this and you were inplying sonething
el se. But when we were tal king about oversight for the
use of stemcells, we are not tal king about oversight in
their uses for -- because there nmay be scientific
advancenent .

But we are really tal king about the oversight
because of ethical considerations, right? Because you
sai d somewhere in there that when the science, we could

advance -- | am paraphrasi ng here but advance



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

130

scientifically, that is where we need to be -- have the
oversight. But that is not what you neant to say, is it?

DR CAPRON: Well, | nean, the ethica
concern is what notivates the need for the oversight.

DR BRITO Right.

DR. CAPRON. But | thought in all of this we
were recognizing that it requires a justification and the
President's letter, in effect, is asking -- our whole
process is, is there now a justification in this
particular area, and if we answered yes, | would say it
is on the basis that this area offers an opportunity
whi ch is not avail abl e through other nethods and they --
it is linked with inmportant scientific discoveries and
clinical applications.

W do not know all of those so we are not
giving a green light to everything. W are recognizing
that this will be an iterative process in which the
question will be has the science advanced enough so there
is a reason to do this.

DR. BRRTO R ght. But the notivation is
et hically based.

DR. CAPRON. The notivation is ethically
based and it is a caution -- it is basically a caution to
say do not just say, sure, there -- it is fair gane now.

Do anyt hing you want with these cells.
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DR SHAPIRO Let nme turn to a different
i ssue now because | think it is relatively straight
forward and we will have to cone back to this oversight
issue, and we will naturally cone back to it as we | ook
at the reconmendati ons.

And that is the issue | raised earlier on
with respect to sources of either fetal tissue or excess
enbryos that m ght cone from abroad.

| think my owmn viewis we cannot wite the
report |eaving that issue out as if it does not ever
happen and, therefore, | do not have a detail ed proposa
but my general idea was that since we are tal ki ng about
the oversight mechanismw |l have to have sone
certification regarding where these cells were derived
fromand if they were derived in ways that we think are
appropriate from appropriate sources that the exact sane
set of issues ought to apply for issues from sources that
come, whether country X, wherever that is, outside.

That seens to be relatively straight forward
and sinple and we can just put that in.

DR. CAPRON. W should be explicit about it.

DR. SHAPI RO Yes, we should be explicit
about it. But is there any concern about that?

DR MIKE Yes. | do not know what to do

about it but just the kind of information we had fromthe
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anecdot es about the international studies, the inforned
consent issue is not going to be the sane.
DR. SHAPIRO It is not going to be --

DR MIKE: So we can have our standards but

DR. SHAPIRO -- struggle with that.

( Si mul t aneous di scussion.)

DR. SHAPIRO W will try to -- | understand
that i ssue and we have been struggling with that in other
contexts as we all know.

DR. CAPRON. | amnot sure that | accept the
problemthat Larry just posed for us. It is one thing to
say that if you are devel oping a drug or a vaccine for
use in country X and it is international research that
that process ought to take account of the |ocal norns
about consent and so forth and so on.

It is adifferent thing to say if you are
devel oping a cell line that wants to certified for use in
this particular way in the United States that you can
say, well, we go to Zanbia an the chief gives consent for
the use of enbryos from anybody in the tribe and he takes
paynment for it up front. Unh-oh, no. | nean, it may be
fine. W heard the bottles of liquor for this to the
chief and so forth for that kind of thing. Wll, you

know, that is one set of issues.
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But when you cone to this | do not think we
want to say, well, we are going to be very scrupulous in
the United States and the hunan stem cell conpanies are
going to go abroad and start creating the stemcells and
shipping themto this country with neeting none of the
standards and engaging in the very kind of conodification
and industrialization of this that horrifies people.

So I do not accept the notion that it should

be a separate standard. | think if they establish a
standard --

DR. SHAPIRO You are in agreenent.

DR. CAPRON. Ckay.

DR. BACKLAR: You are in agreenent.

DR. CAPRON. (h.

(Laughter.)

DR. CAPRON. | amsorry that | m sunderstood
you.

DR SHAPIRO. Where is the anmen?

(Laughter.)

DR. SHAPIRO (Ckay. Jim and then we are
goi ng to adjourn.

DR. CHI LDRESS: This will cone up again |later
but I think that there is a real question as to whether
the infornmed consent nodel is the appropriate one anyhow

for even tal king about the transfer. There are at |east
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two different ones. One would be the infornmed consent
nodel that we use in the area of research involving human
subj ect s.

The other is a donation nodel and we -- it
seens to me we confuse this a lot in tal king about, for
i nstance, in the last chapter, page 17, "...to allow the
use of donated enbryos in research inforned consent is
required.” |If they are donated that is already a
statenment that consent is present. Then the question
woul d be how much information has to be involved and it
seens ne we have the two nodels there and we run them
t oget her without a good sense of how they may invol ve
quite different inplications.

DR. SHAPIRO (Ckay. W will reassenble at
approxi mately 1:15.

(Wher eupon, at 12:09 p.m, a |uncheon break

was taken.)
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AFTERNOON SESSI ON

DR. SHAPI RO Col | eagues, | would like to
conti nue our discussion.

| have a brief note here from our coll eague
who runs the public address system which says that we
ought to talk at very least in the direction of the
m crophone. It would be hel pful.

DR. DUMAS: That is a reasonabl e request.

(Laughter.)

DR. SHAPIRO And | guess the closer the
better but at least in the direction of. So if you would
all do that | would appreciate it very nuch and nore
i nportantly he woul d appreciate it.

I think what | would like to do nowis turn
our attention to the actual recomendati ons in chapter
si X, recognizing that many of these are going to have to
be altered in a very significant way even judging from
this norning' s discussion, and to go through sone of
these and to see where we stand on sone of these issues.

They will raise sonme of the issues on which
we coul d not agree this norning and we will have further
di scussion on that. On the other hand, some of these we
m ght be able to resolve and put them aside for now as we
deal with the issues that still seemcontroversial to us.

I think as we go through these, as you wl|
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see, they raise pretty well all the issues one way or
another, directly or indirectly. | amgoing to skip for
the nonent, except as it mght conme up as absol utely
necessary, the actual text, not of the recomendati on
itself but the text that surrounds chapter six. As |
indicated this norning, there is certainly sone of the
text here that needs changes and now nore of it will need
changes on the basis of what we have al ready said.

But | suppose you cannot say that too often
but let's just go directly to the first of the
recommendations here that | think, if I recall right, are
on page eight of -- page 8 of chapter six. The first one
being -- well, actually the first coupl e of
recommendations there really have to do with the
alteration of existing legislation in the fetal tissue
transplantation area to clarify that these should be
nodi fied in some way so as to recogni ze and accommodat e
the enbryonic germcell research or the cells that are
derived fromthe fetal tissue.

If you recall, our reasoning here was that
al though it was thought by nany that the existing
| egislation really was adequate or at |east covered this,
if that is so then we thought, well, there ought to be no
-- you know, no great difficulty just to make it clear

And so | look at these at the very |least as clarifying
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but some people mght think they are nore than
clarifying. So | would be interested to know your views
on those. Really the two that are on eight are simlar
in that respect.

Ji n?

DR CHILDRESS: | wll start with the second
one. | guess | amnot convinced by -- and this is a case
where the recommendati on and the text, | think, have to
be consi dered together. | amjust not convinced by what
appears in the text that the recommendati on i s warranted.

It seens to me to be a stretch. W already have in the
federal funding area a pretty strong prohibition on the
reci pi ent specific donation.

| guess | amnot sure how this really works
out in this particular area and the argunent that foll ows
i's not convincing and goes also well|l beyond -- for
exanpl e, when we get to the bottom of page nine -- wel
beyond what is involved in the recommendation. So this
is a case where the recommendation to nme does not seemto
be necessary and the text does not provide the support
for it in ny judgnent.

DR SHAPI RO  Ton?

DR. MJRRAY: Well, Jimmay have precl uded
what | was going to say because | was confortable -- we

are tal king now about the recomendati on on page ei ght
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ines 18 through 21, | understand. Is that

DR. SHAPIRO There is two on page eight.

Jimreferred to that one.

DR. MJRRAY: Yes. That is what | thought --

DR SHAPIRO Right.

DR. MJRRAY: | was going to say that if we

are going to

keep it in and keep in a reference to

revising or anending the Uniform Anatom cal G ft Act we

shoul d add an encouragenent to states to adopt the

amended UAGA

readers wil |l

because | amnot sure that -- a | ot of

not be aware that the Uniform Anat om cal

Gft Act is sinply a nodel act and it is up to each

jurisdiction to decide whether it wi shes to adopt it or

not .

DR. SHAPI RO | think -- it is, in fact, in

the text here how many -- | do not renenber where it was

but somewhere it indicates the nunber 26 or sonething. |

have forgotten the nunber that have adopted the new

version -- newer version. Excuse nme. It is not so new
anynore.

DR. MJURRAY: Yes. | renenber that but I
thought we -- if we really wanted it to take effect then

states have t

o adopt it and that should be in our

recormendati on.
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DR SHAPIRO. That is useful.

DR. CHILDRESS: |If | could follow up on that,
and I am not convinced by the argunent that appears on
ten in that regard, that we have this terrible tension
bet ween what m ght be required on the federal |evel and
what m ght be present in a revised Uniform Anatom ca
Gft Act or inits current version that it has the effect
of undercutting any federal prohibition of designated
donati on of human fetal tissue.

It would if we go in the direction of a total
prohibition but if we go in the direction of attaching it

to the regulation involving funding it would not

necessarily. And, furthernore, it -- let ne just stop
there. If it was attached to the funding part it would
not .

DR SHAPIRO Larry?

DR MIKE | have not had a chance to take a
| ook at the revised versions but ny inpression of the way
that this is witten is that it puts too nuch enphasis on
an interpretation of the statutes and the regul ations,
and we junp into it right away. | think this -- we
shoul d have a nuch nore policy oriented report that tells
what our recommendati ons are and our ethical reasons for
doi ng that.

We shoul d not highlight so nmuch the | ega
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i ssues because, as the way | understand the thing as
being witten, we are also saying that we disagree with
DHHS general counsel. So | think that it is nmuch nore
sanguine to put these in terns of there are interpretive
difficulties with the current |aws and statutes that need
to be clarified rather than com ng out with sonething
very, very prescriptive in this area.

DR SHAPI RO  Ton®?

DR MJURRAY: Just in reference to that.

Larry asked the question that needed to be asked.

guess | had assuned incorrectly that some policy decision
had been reached that our reconmmendati ons woul d incl ude
this kind of very specific |anguage about specific pieces
of legislation. |If that is not the case then we ought to
address the point Larry rai sed about whether or not we
should work at the |evel of policy, naybe with a
clarifying statenent pointing out the different pieces
and bits of laws that we need to change in order to
accommodate them | amin Larry's canp on that.

DR. SHAPIRO W had nmade no policy decision
on this issue. W have not made any judgnments about the
i ssue in those terns.

Berni e, and then Carol.

DR LO Yes. | would just Iike to strongly

support Larry's position. | think this is a |evel of
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detail that really is not the level we want to be hitting
at. | think that we would do nuch better to sort of
outline the general policy issues and |eave it to soneone
that is nmuch nore technically able to | ook at these | aws
than this conmm ssion to reconmend specific | anguage
changes.

| am al so concerned that it gives an
unfortunate tone and bal ance to the report. | nean, it
sounds very legalistic. W are going to change this. W
are going to change that. And I think we want to take
this argunent to the I evel of what are the big policy
et hics issues, not what | anguage needs to be changed in
this law or that |aw

DR BACKLAR:  Yes.

DR CHI LDRESS: | second, third, amen or
what ever .

DR. BACKLAR: Yes, anen. Right. Absolutely.

DR SHAPIRO Let nme ask about the first
recomendation, which | take it is at another kind of
| evel. The first one says that this should be clarified,
right. Put aside what the text says for the nonent.

And because this kind of work was not sort of
in the mnds of people as they were witing this at that
time and it does have to be revisited -- in ny viewit

has to be revisited -- does anyone have any objection to
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t hat ?

kay. Now the question --

DR MIKE:  Harol d?

DR. SHAPI RO  Excuse ne.

DR. MIKE: | guess another difficulty |I have
is that | think the conclusion is the reconmendati on and
then the recommendati ons are stated as --

DR. SHAPIRO | think that is a problem |
agree with that.

And so what the

DR KRAMER: It should all be recommendati on.

DR. SHAPIRO | beg your pardon.

DR KRAMER: | said it should all be
reconmendat i on.

DR. SHAPIRO Right. | think it has words
l'i ke "should" in it and so on.

DR. KRAMER: Ri ght.

DR. SHAPIRO Carol, | amsorry. You were
next inline. | amsorry. | forgot.
DR. GREIDER. | just wanted to offer the

further suggestion | agree that the | anguage is too
|l egalistic as it currently reads and we shoul d be
directing ourselves at a higher policy level. But
per haps sonme of this can be put into an appendi x as

suggestions. | nean, a |lot of thoughtful work has gone
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into what specifically we woul d suggest changing. It
could go as part of an appendi x.

DR. SHAPIRO (Ckay. | wll have to review
t he substantive issue that Jimhas raised as to whet her
in fact -- whether two, for exanple, is needed anywhere
or at all, which | take it is the issue you raised, Jim

This is sonething we will have to review. Could you say
alittle bit nore about that, Jin? | was not quite sure.
| was trying to grasp what reasons you had for --

DR. CHI LDRESS: Well, the recipient specific
fetal tissue donation, which the Human Fetal Tissue
Transpl ant ati on Task Force recommended be prohibited and
which is currently involved in -- which is currently the
case in terns of federal funding at any rate. It is just
not clear to ne in this area that we are really talking
about recipient specific donations when we are talking
about donations for research and devel oping cell |ines
and so forth. | amnot quite sure that it is something
that really fits here but I would be instructed by David
and Carol as to whether it is sonething that makes sense
her e.

DR. SHAPIRO (Ckay. That is helpful to ne
because | was not exactly sure. That is certainly
hel pful to ne.

kay. Any other coments on this particular
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i ssue? Al these, of course, are interrelated and we are
going to have to revisit all of these as a whole as we
get these done.

Wiy don't we turn our attention then to the
recommendation three or it is not nunbered that way but
it is the one that appears on page 12 at the bottom

As | understand this regulation, this is
subsection Dof -- is -- and it may fall in the sane
category of the kind of things we have just been talking
about as too detailed for us to worry about or to worry
in detail about.

DR. CHI LDRESS: There is one on page 10.

DR SHAPIRO. Did | mss one?

( Si mul t aneous di scussion.)

DR. CHI LDRESS: Line 21, page 10.

DR SHAPIRO. Ch, line 21. Excuse ne. | did
not -- okay. Let's deal with that one then.

DR BACKLAR: \Were?

DR GREI DER  Page 10.

DR. SHAPI RO Page 10, line 21. Conments or
guesti ons?

DR. GREIDER. It seens |like the | anguage is
not as legalistic as the other |anguage that we just felt
was -- too direct and that really has -- this gets at

nore of the sort of global policy issues, | think.
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nmean, | do not have any problemw th this recommendati on.
DR SHAPI RO. Bernie?
DR. LO Well, I think we get into one of the
i ssues you raised at the beginning of this nmeeting as one
of the -- whatever it was -- six you wanted to deal with
where on page 11 the text that acconpanies this --

DR SHAPIRO Right.

DR LG -- how we work that out and, in
particul ar, the problemwhen Ronman I, Il and IIl are the
sanme entity, how do you sort that out. | think we do not

do a really good job here.

DR SHAPIRO | do not think we can sort it
out. Certainly not sort it out but nore inportantly I
feel we really cannot sort that out. W are going to
have to | eave that as one of the areas that people are
going to have to worry about over tine but that we really
cannot sort it out because as | indicated before it
i nvol ves assuming that I, Il and Ill are actually carried
out by independent entities and there is no way we can
think through that. So | just think we are going to have
to stick with the kind of material that is above that in
the text and we are just going to have to elimnate that
in sonme way because | amnot confortable with it as it
st ands.

DR. KRAMER: You are going to elimnate al
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of that then, that text beginning on page -- |line 11.

DR. SHAPIRO That is ny inclination right
now. | have not thought it through conpletely but as a
general proposition, yes.

DR MJURRAY: You would elimnate that?

DR SHAPIRO. Well, | do not think we could -
- 1 do not knowif we want to -- | think we ought to

elimnate the recommendations is what | think but that

comes -- so to speak the reconmendati ons that are down on
i nes 22 on because | do not think we can -- we have a
way of inplenmenting that. | do not think we have a way

of even describing howto inplement it. That is just ny
own Vi ew.

DR. MJRRAY: Could we express our noral views
about these things?

DR. SHAPIRO Sure. One could certainly do
that. W could certainly do that. Though | hesitate to
say the whole paragraph is --

DR, CHI LDRESS: And it mght be possible just
to use part of this to say intrying to make this
recommendati on nore specific or trying to inplenent it
one m ght need to consider the follow ng sorts of things.

DR. SHAPIRO Right.

DR. CHI LDRESS: But this just sinply would be

a rough indication of some points that m ght be
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consi dered rather than kind of a specific judgnment we
make that we believe categories Il and Il mght be
treated differently. W really have not gone through the
process of working up what woul d be necessary to
establ i sh that.

DR. SHAPIRO And it is really a great
problemin principle here. It is not just a problemthat
we have not worked through well enough, which is al so
true.

DR CHI LDRESS: R ght.

DR. SHAPIRO So we can use it as an exanple
of sone kind to give sone kind of indication of where --
what our thinking is. That would be entirely
appropri at e.

DR. BRITO | have a question on this.

DR. SHAPI RO Yes.

DR. BRITO \at about the sale of cell |ines
that are derived fromthe -- if we exclude all these
things here -- derived fromthat fetal tissue? |Is that
our -- is it our place to address that here?

DR. SHAPI RO People's views about that?

DR MJURRAY: The issue of conodification -- |
think we cannot escape it. W have to address it. W
addressed it in that reconmendati on on page 10, line 21,

sale of fetal tissue for research purposes shoul d be
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prohi bited. That is very straight forward.

Anyone who has struggled, as | know Jim
Chil dress has, at sonme |length with thinking through the
ethics of recovering organs and tissues for
transplantation, if they are just sinply for clinical
use, understands the conplexities of trying to sort al
t hat out.

And | thought actually the paragraphs -- the
bul k of page 11 did a reasonable job of offering a kind
of useful set of categories and anal ytical framework for
t hi nki ng sonme of that through. So, you know, you
prohibit the sale and purchasing fetal tissue froma
woman who had the abortion. You prohibit the purchase of
spare enbryos fromthe couple who nade the enbryo. |
nmean, | think that is probably the right thing to do and
probably well reflects the sentinent of nost Anericans

who have given it nore than a nonent's thought so we need

to say that.

But on the other hand it is -- there is not
the sane sort of noral approbation once that -- once the
cell lines have been sort of worked on extensively and

are now in the hands of a |aboratory, devel oped, and they
may be -- then, you know, people will sell them back and
forth. Once cell lines have been transfornmed and worked

on people -- they may, in fact, be sold. | mean, that is
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areality.

DR. BRITO R ght. The people there. That
is my concern. Although we cannot foresee all the
possibilities here that what we consider -- | know there
has been a court decision already on this but then ny
i npression is that the people who are going to be
benefitting fromthis are going to be the scientific
groups, you know, the commercial groups and peopl e who
donated the tissue initially --

DR. MJRRAY: Do not get any nore noney. That

is correct. That is correct.

DR BRRITO W are okay with that?

DR. MJRRAY: Well, that is a good question.
DR BRITO Trish seens to be.

DR, BACKLAR: | am

DR BRITO | have to put a |ot nore thought

into it but it is just sonmething that occurred to ne
whi |l e readi ng the expl anati on here on page 11.

DR. SHAPIRO  Bette?

DR. KRAMER: Sonebody correct ne if | am
wrong but have those cell |ines not becone a proprietary
product at this point? | mean, | do not think there is
anyt hi ng we can do about it.

DR GREIDER. | think that the -- right. You

are tal king about the patent that has been applied for
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currently extant cell lines. | believe that the patent
has been filed for and has not issued. That is ny
understanding of it but certainly we do not have any
control over that.

DR. SHAPI RO But whether a patent is
appropriate or not, unless we want to propose | egislation
prohibiting the sale --

DR. KRAMER: Ri ght.

DR. SHAPIRO -- there is nothing we can do
about it.

DR. MJRRAY: |If we pose such legislation
t hi nk peopl e invol ved, both scientists involved and the
bi ot echnol ogy i ndustry invol ved, would point out that
this would effectively squelch a great deal of the sorts
of devel opnent that would need to take place before any
of these cell lines could be actually nade into
clinically viable entities. It costs a |lot of noney. It
takes a ot of tine to go through the various operations
that would make it sonething that could actually be used
as a therapy. And, you know, | have to say | find
their argunents plausible on this.

DR SHAPI RO  Davi d?

DR. COX: So this cones up to an issue that |
could raise in a variety of venues but this seens |ike an

appropriate one to bring it up. It is in this context of
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justice in terns of use of stuff as well as in the
context of what you would lose if federal funding is not
i nvolved in generating these types of |ines.

| think that | see that these lines, these
cell lines, as not the reward in and of thenselves. It
is what the cell lines generate that is the reward. That
is really what the patent systemis for in ny view, which
is basically the therapies that are derived fromthese
l'i nes.

But access to these kinds of lines by a wde
vari ety of individual scientists, private ventures, is
essential, | believe, and is in the public interest. It
is absolutely against the public interest not to have
these lines widely avail able and wi dely di ssem nat ed.

Now | think that the noney that i ndividua
peopl e get back pales in conparison to what society |oses
if these |lines are not generally available. | would
liken themto availability of DNA sequence of the human
genome. They are raw nmaterial which everyone, | believe,
needs access to.

Now grant ed people that put resources into
devel opi ng these kinds of lines should be rewarded for it
but they should not be rewarded by a strangle hold on the
availability of it and access to it to develop the

t herapi es so sone statenment about this, | think, in many



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o~ W N+ O

153

di fferent venues is inportant in our report because in
the context of justice, in the context of just, you know,
reward, and nore inportantly in the context of the public
i nterest.

So I do not know what is the nost appropriate
here but this is a point that | feel very strongly about,
about the general availability of these lines, and I
think it is concern about not having federal funding is
that it would Iimt the general availability.

Bette, that is actually why I come down
siding on the fact that enbryos really are used to
generate these type of cell lines with federal funding
for precisely this reason.

DR SHAPIRO. Carol ?

DR CGREIDER | also want to sort of address
what Tomjust said and that is that in a ot of instances
the biotech industry has argued that they deserve a
certain anount of enuneration -- is that the right word?

-- conpensation for putting in a lot of effort and
research into sonething and that is why they justify
their conpensati on.

In this case | think, though, that the reason
that this is done in the private sector is because it has
been not allowed to occur in the public sector. It is

not difficult to do this research. It is not sonething
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that really takes years and years of input of raw
material and brain power, et cetera.

The only reason is that it has not been
allowed in the public sector and so if we are going to
say that we are going to continue to not allowthis in
the public sector the idea is you are pushing it back in
the private sector again.

DR. MJRRAY: M comrents about sort of the --
| was really referring to the -- that sort of |ast stage
in the devel opnment when in order to have a clinica

appl i cation where you have to go through the full FDA

process, | nean that is a pretty big investnent, and
there the argunment that the conpanies nmake is that -- you
know, w thout giving them sonme proprietary interest -- it

is in no individual conpany's interest to spend the
what ever, tens of mllions of dollars it takes to go
through all the trials and everything.

| find that part conpelling but the
interesting --

DR. CAPRON. That is appropriate.

DR. MJRRAY: Yes. The interesting thing,
t hough, that you and David, | think, are highlighting is
that it nmay not at all be the appropriate standard when
it cones to sort of basic research and availability of

these cell lines for basic research
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Now | amvery -- | find that a very appealing
and useful distinction in this context. | do not know if
we can give it voice in our report or not but | think it
is -- it is sonmething that we ought to try to preserve if
we can.

DR GREIDER. It nay take a million dollars
to build a very strong edifice and to make a buil di ng but
if you do not make the bricks available to anyone no one
is going to be able to build that building, and that is
what we are tal king about. W are tal king about having
the bricks be widely available to anyone to build
what ever they want.

DR. COX: Tom if you -- we raised a question
earlier. What do you lose if you do not have federa
funding? | think this is what you |ose big tine.

DR. SHAPIRO W are going to get in just a
few noments to the issue of derivation and use. Here, if
| understood the question we started off with here, is
whet her or not we shoul d suggest a prohibition on the
sale of derivative products if | could use that kind of a
phrase, that is it comes out of working with the feta
ti ssue which the sal e has been prohibited.

The di scussi on on page 11, whatever you m ght
think of the transfer price problem suggests a

distinction. That is that the down stream products woul d
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be avail abl e and people could sell themfor whatever they
could get for them

I do not see nyself that that is a problem
If as these things get -- you know, this will be taken
care of over tinme as different cell |ines get devel oped
and peopl e deci de whether the price is worth it or not.

DR BRITO If it is available in both public
and private sector?

DR. SHAPIRO Right.

DR. BRRITO R ght. Part of the point here is
that I know we are tal king about -- we are not talking
about derivati on.

DR. SHAPIRO But we are comng to that in a

mnute and they are related in sone way. | agree. |
mean, it is not that these are unrelated. | am not
trying to nmake that argunent but we will conme back to

that in a nonent.

kay. Let's before -- we will be getting --
as soon as we get to page 15 here we will be right into
t he derivation versus use issue and see where our
di scussion takes us on this issue this afternoon.

The recommendation on the bottom of page 12
really m ght also deal with something which the
comm ssion feels mght be nore appropriately enpaneled in

sonme other way, that is it is a sort of detail wth
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respect to the current revisions under way in subpart B
of whatever -- 45CFR46, whatever the right way to refer
tothat is. It is really an exhortation as opposed to
anyt hi ng el se.

DR. GREIDER Right.

DR. SHAPIRO But it should be -- as people
rewite this, they should at | east be thinking about the
set of issues that we are now -- that is how | interpret
t hat recommendati on.

Now t hat may al so be something you think we
shoul d sort of take out of the mainstreamand put in sone
pl ace where we are advising people to think about things
but et me see what other comments there m ght be.

DR. HANNA: Harold, | would just ask when you
think about it and also think about your recommendati ons
about oversight, if you do not address this issue in sone
way | do not see how you can require IRB reviewif
45CFR46 does not apply. So just think about that when
you get back to your review schenma for who is going to
review what, where. Currently it is not -- this does not
fall under 45CFR46.

DR SHAPI RO. Bernie?

DR. LO Conceptual ly and perhaps
organi zationally it m ght make nore sense to put all the

| egal recommendations to sort of inplenent our policy
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recomnmendati ons at the end of the recommendations and |
nmean we have a huge recommendati on saying the current

| aws and regul ati ons ought to be changed so that the
policy reconmendati ons we are recomrendi ng take place and
are not stym ed by exactly the sorts of things Kathi
mentioned. But | would sort of put it way at the end
because sort of the carts are going before the horses
here. W are tal king about changing the regs before we
are saying what it is we want to see happen as policy.

DR. SHAPIRO  Bette?

DR. KRAMER: But you know if you go and read
the first paragraph of text follow ng that
recommendati on, nanely the paragraph beginning on line 1
of page 13, that picks up sonething that is very
i mportant to what is going to follow and that is placing
-- | amsorry, acquiring oversight regardl ess of the
fundi ng source or jurisdiction. So we really need that
before we go on to the oversight proposition it seens to
me.

DR. GREI DER. Maybe the recommendati on coul d
read differently than it does now.

DR. KRAMER: Ri ght.

DR. GREIDER. It could be sonething nore -- |
have not cone up with | anguage but sonethi ng that

addresses that issue nore directly like the top of page
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13.

DR. MJRRAY:. Carol, could I just clarify
that? So the recommendati on would then -- rather than
maki ng reference to a particular portion of the federal
code, it would say the federal code ought to be redrafted
in order to ensure that -- and then fill in the blanks --
are, in fact, covered and woul d be subject to review

DR. GREIDER. And sone suggestions for how
this m ght be done is in appendix A or whatever.

DR. MJRRAY:. Ckay. So the specifics about
whi ch piece of the code refer to our sort of technica
docunent whi ch contains our recomendations to drafters.

DR SHAPIRO. Bette, and Arturo?

DR. KRAMER: It just -- perhaps it could add
to the |l anguage at the end of the recommendati on where it
says, "Should be redrafted to account for human enbryonic
stemcell investigation and to provide areas not
currently overseen."

DR. SHAPIRO  Arturo?

DR. BRITO Should we all agree on, you know,
maki ng reconmendati ons to adapt the federal code, to nake
an addendumto it, then are we saying that the Conmon
Rule is going -- this part of the Commobn Rule is going to
apply to both the private and public sector? O are we

still saying this is just the Conmon Rule and like it
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says in here on page 13, the third sentence of that

par agr aph, "Regrettably the Common Rule is not
universally or fully applied,” et cetera. O are we
going to, like we did this norning, go through this later
and say there is going to be oversight?

My confusion with this is it seens |ike, you
know, the public and private sector are still going to be
pl ayi ng under different rules here and, therefore, we are
not going to get to the problemof justice or
di stributive justice, et cetera. So if we agree that we
are going to make the addendumto the Conmon Rul e or
reconmendati ons to nake and addendumto the Common Rul e,
is it going to be applicable to both the public and
private sector?

DR. SHAPI RO You want to say sonething,
Eric?

DR. MESLIN. Just to be accurate, subpart B
is not the Conmon Rule. Subpart Ais the Conmon Rul e.

DR. BRITO Subpart B.

DR. MESLIN:  Yes.

DR BRITO But if we nmake that addendum - -
but it is still applicable to the public sector.

DR. SHAPIRO That is right.

DR. KRAMER:  Yes.

DR. SHAPIRO That is right. And you stil
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have that issue. And as we discussed this norning, we
would |ike to structure this to encourage others even to
expect that they will -- mght even abide by these kinds
of issues of concerns and be part of the nationa

oversi ght but we are not suggesting |legislation to force
that so that there still is -- if one |ooks at it that
way there are two different noral universes here
operating and we are trying to bring themtogether a
little bit but we do not go all the way.

kay. So | understand the changes that |
t hi nk woul d be useful here.

Al right. Let's go then to the
recommendation that is on the bottom of page 15,
concl usi on/ recommendation, the material that is at the
bott om of page 15.

Now t his goes right to the derivation and use
so we mght as well engage that issue which divided us
this norning in some way again.

Qoviously the way it is witten here, we say
that the derivation and use would be ethically acceptable
for federal funding. That is what this says. And that
being the case it would rescind or require that Congress
rescind, in part, its ban on federal funding and so on.
| nean, that is clear what it says whether one agrees

with it or not.
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And so | think we just need to cone back to
the issue we discussed this norning. Cbviously it would
be critical for this recomendati on or anything that
replaces it to be clear on this issue.

While I certainly understand the other
perspectives on this, | think there is nore than one
i nteresting perspective on this issue. As | said just
before lunch or so on, | still feel that this is
appropriate. | amnot arguing for |anguage here
particularly but that idea but let's discuss that
further. Qobviously there is disagreenent.

DR. BRITO There is a |lot of disagreenent on
t he issue.

DR SHAPIRO Yes. Carol?

DR. GREIDER. In participating in the
di scussion this norning I did not really hear that there
was that rnuch di sagreenent on the issue that one perhaps
shoul d consi der these are separate areas but then the
questi on about whet her we cone down differently in the
derivation and use i s another issue.

DR SHAPIRO Right.

DR. GREIDER. But | thought | heard a
consensus that it seened appropriate to use | anguage t hat
said that derivation is one thing and use i s another

t hi ng.
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DR SHAPIRO That is correct.
DR GREIDER. So if we all agree on that then

at least | amnot feeling like we are not --

DR SHAPIRO No. | think we all --

DR. GREIDER. (Okay. | just wanted to get
t hat clear.

DR. SHAPIRO -- agreed on that.

DR. GREIDER. And we coul d then change the
| anguage "appropriate” because it does not al ways say
that in the report.

DR. SHAPIRO Right.

DR GREIDER. And | think I would appreciate
it if that could be changed.

DR SHAPIRO. No, | think that has to be
changed.

DR. GREI DER.  (kay.

DR. SHAPI RO It has not been very hel pful
but in any case that is right, there is a difference as
Tom and others said this norning between the
di stinctiveness, et cetera, et cetera. It was a
threefold distinction which I think is quite correct and
qui te useful.

But neverthel ess one has to cone down to what
are we going to say regarding what is eligible for

federal funding. Eric?
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DR. MESLIN. Well, we are agreed al ready
about use so the real argunment cones about derivation. |

think in our previous discussion we did not weigh heavily

enough on that justice issue. If we do not come out in
favor of -- positively on derivation then we have no
control over what happens to these tissues. They will be
used -- they are going to be in for profit corporations

and if they are anything |like |IVF they are going to be
distributed in a way that is not just and equitable, and
we will have no control over that. W wll have no way
of seeing that.

So while at first glance one m ght say, oh,
if you cone out on derivation, you open yourself up as
t hough you are insensitive to the enbryo. It is not at
all the sensitivity of the enbryo. It is quite the
opposite. It is a social sensitivity that unless we do
that we cannot respond to it.

DR. SHAPI RO  Tonf

DR MJURRAY: | want to thank Eric for that
because | think that was -- that noves us in the
direction we needed to go. | want to nake ny comments in
two steps and | amgoing to ask for -- see if there is an

ascent after my first step. M first step would be
suppose that the first conclusion, which should be

recommendation on |ines 22 through 24, read, "Research



© o0 N oo o b~ w N P

T N T S T T T N T e e e T e N = = S
gag A W N P O © 0o N oo 0o M W N+ O

165

i nvolving the use of stemcells fromenbryos..." and then
continue to read on "...is ethically appropriate for
federal funding. Wuld there be a consensus about that,
the use of stemcells?

(Si mul t aneous di scussion.)

DR. MJRRAY: Pretty nuch. Ckay.

So the issue is really whether derivation
shoul d be appropriate for federal funding.

| articulated a crude principle before,
nanely that as a noral consideration when you nake public
policy if you can get the same -- whatever it is --
goal s, the same goods, benefits to public policy ained at
in away that did not offend the noral sensibilities of
even, you know, a small mnority of Americans, you get
the sane results by not offending them or by offending
them t hen you shoul d choose the course that does not
offend. But the "if" is do you get the sanme results.

Eric is nowraising the question that | think
we need to ask. Wat would happen if we recommended t hat
there be no federal funding for derivation? Wat, if
anything, would we lose? And that is the question that I
woul d |i ke to hear addressed by any nenber of the
comm ssion who feels they have insights on this.

DR SHAPI RO Rachel ?

DR, LEVIN. | would like to point out that at
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the public neeting of Ad Hoc Advisory Committee that NI H

put together in April they discussed a possible nmechani sm
wher eby oversi ght could be exercised for federal grantees
but where there are not funding derivation.

And that would be sinply that they woul d have
requi renents that ethical standards woul d be observed by
the deriver and that would have to be certified by the
person who is applying for federal funds to use the
cells. So they described a possible reach back mechani sm
that woul d address sone of the concerns that you are
tal ki ng about.

DR. CASSELL: | nean, to reach ny concerns
t hey woul d have to be nonprofit cells and that woul d be
pretty difficult, wouldn't it?

DR LEVIN. No. The deriver could be a for
profit.

DR. CASSELL: Yes. But the cells per se --
if the deriver is for profit and they are ethically
wonder ful but they sell those cells then the distribution
of them begins to have probl ens.

DR. LEVIN. But this would sinply be for
federally funded research wusing the cells. Al
federally funded research using the cells that they would
have to --

DR. CASSELL: Well, how about the research
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that is not federally funded that uses those cells?

DR. LEVIN. Then absolutely not. Then that
still goes by the market.

DR CASSELL: Right.

DR SHAPI RO  Davi d?

DR COX: Carol was first.

DR. GREIDER. Well, just to address the issue
that we cane up with before just in terns of the nunber
of people that would be available to do the kinds of
research if it were federally funded as opposed to two,
three, four biotech conpanies would |I think be greatly
enhanced. |In order to determ ne whether or not we would
| ose anything or whether there is any difference between
enbryonic germcells and enbryonic stemcells, one has to
do research and nore research gets done if you open it up
to, you know, thousands of researchers a opposed to three
or four.

DR MJURRAY: Is the research on the use or we
are just focusing on derivation?

DR. GREIDER. But when you use cells -- right
now if we just say what is in use right now, there are
two different cell lines. An enbryonic germcell |ine
and an enbryonic stemcell line. As a scientist, | would
not want to conpare exactly what the difference is

bet ween those general types of cell line are with just
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two extant cell lines. And they can change. Cell lines
can change over tine.

One needs to, you know, understand what
really are differences and you cannot just use two
exanples. So that is one scientific argunent but | think
the argunent of justice and pushing this into private
sector funding is really an even larger one in terns of
the noral issues that Eric raised.

DR. COX: That is exactly the context | would
put it in as justice and one can use whatever anal ogi es
you want, Carol. You use an anal ogy of bricks in wall
and use an anal ogy of clay for scul ptures to make the
statues. You know, if sonebody ties up all of the clay
or restricts the clay, you do not end up with any
statues. That is certainly not to the public benefit
because it is the statues that the value comes out of,
not the rock clay sitting there in a nound.

So it is -- we are not tal king about
i ndividual interest, we are tal king about the public
interest and that is the real issue here. That is what
really drives this.

So you are not tal king about do you have any
source of stemcells for researchers. As | pointed out
earlier, you do. You can use the fetal tissue as a

source of stemcells. It makes the research a little bit
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harder to do but I do not find that a conpelling nora
argunment that would sway ne to say, well, you know, I
just want to use the enbryos because the research is hard
to do. | do not find that conpelling.

I find the social justice argunment extrenely
compel |'i ng.

DR GREIDER: | do, too.

DR SHAPIRO Larry?

DR. MIKE |If | understood your question,
Tom what you are asking was if you allow federal funding

for use research but not derivation research, what is the

harm | amnot a scientist but | would guess that there
woul d be nore cell |ines avail able because if it is the
attitude that we will not see where it cane from but once

it showed up we woul d do research, you woul d have nore
cell lines. However, they would all conme with strings
attached. | think that is happening outside this area
ri ght now when publicly funded researchers use comrercia
products. There are strings attached.

I woul d guess that there would be a danpeni ng
factor where you woul d not get as nany researchers
involved so that it -- but it would not -- we would not
be limted to these current two. But | think that there
i s enough of a danpening effect on the research if we do

not fund derivation research and that it would affect the
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public interest.

DR SHAPIRO  Jin®?

DR, CHI LDRESS: | guess, | amstil
struggling with whether we would | ose -- that is whether
what we would | ose would be so significant in terns of
the nunbers or even in terns given the [imtations of our
own systemthe distribution of -- obviously it is to the
advant age of these conpanies to make these materials
avai l able. The only question is how much they wll
charge for making them avail abl e.

So the question would be whether given those
two factors for this area of research to go forward,
whet her those costs are so heavy in terns of the nunbers
and the cost of proceeding that we should then be willing
to accept the considerable offense that woul d be created
in the society-at-large for funding the derivation
involving the society and its taxpayers nore directly in
that enterprise.

It seenms to ne that is the kind of -- since
we are asked to consider the balancing, it seens to ne
that is the kind of balancing we have to face if we are
going to get these issues on the table and then cone to
some resol ution

DR. SHAPI RO  Rhet augh?

DR. DUVMAS: It seens to ne that if you buy
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the cells you are, in effect, supporting the enterprise
that produced them | conme down on the side of wanting
to provide the direct support so that there can be sone
broader distribution and greater oversight.

DR SHAPIRO. Carol ?

DR. GREIDER  Just to address sonething that
Jimjust said in ternms of if the conpanies are deriving
these that certainly you have to pay for themand that is
part of the cost but an additional cost is -- | do not
know how t hese things actually read but certainly | have
been in the situation where | have tried to obtain things
from conpani es and the agreenents that one had to sign
were so onerous that ny institution refused to sign it.
So that would make it unavailable to ne. Just the
strings that are attached can be greater than just
nonetary strings that you just cannot collect enough
noney to do it.

Not in all cases will institutions sign agreenents that
certain conpanies wite.

DR SHAPI RO  Ton?

DR. MJRRAY: | amgoing to reaffirmthe
challenge Jim | think, has laid dowmm. Nanely if we were
to make the case for federal funding of the derivation of
enbryonic stemcells, we should be clear that there is an

interest on the other side and that we have got to cone
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up with sonme very strong argunents as -- that would over
wei gh that other interest and concern. | am hearing
argunments of the following type: | amjust going to try

to enunerate them

Nunber one that the science woul d be poor
and/ or slower to devel op.

Nunber two, as a consequence of that,
what ever therapi es m ght be nade avail able that would
anel i orate suffering and prevent prenature death wl|l
cone |later so that we will have -- there will be death
and suffering that woul d have been avoi dabl e ot herw se.

Nunber three, and this is where it gets a
little fuzzy, there are concerns about justice. Now when
Davi d tal ked about justice, actually what | heard you say
was benefit, not justice. At |east when you try to fil
in the blanks. M ethicist ears did not hear justice
consi derations there.

Perhaps -- | do not know if this is separate
or if this is identical to three -- there would be
sonet hing on the order of kind of equitable access to the
new t herapi es derived fromstemcells.

DR. COX: That is what | neant by justice,
Tom

DR. MJRRAY: Ckay.

DR. COX: Because that has nothing to do with
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benefit. The people that are rich will not have any
troubl e being able to get this.

DR MJURRAY: \What mmkes us confident that it
woul d be any different if we were actually to have
federal funding in derivation versus just private
fundi ng?

DR. CASSELL: CQur oversight.

DR. MJRRAY: CQur oversight.

DR. CASSELL: You put the two together and
you have sone chance of doing it. Now we all recognize
that it is difficult to understand how t hat oversi ght
functi ons because, in part, it is doing sonething that
peopl e have not previously done with science or at | east
not worked it out.

But the fact that it is difficult does not

take away fromthe inportance of the issue that it is

trying to address. And to say, well, because it is
difficult, we are going to go back a step, | think is not
W se.

DR. CAPRON. How nuch does it cost to get a
liver transplant in this country today? How nmuch of that
research was privately funded rather than federally
funded? | do not think the justice argunent is one that
we can nmake out as to the access to the eventual therapy.

The fact that it is publicly funded does not necessarily
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make it nore accessible. A great deal of the drug
devel opnents that exist in this country basically go back
to federal funding. They are -- sone of themextrenely
expensi ve.

DR. CASSELL: That is why our oversight --

( Si mul t aneous di scussion.)

DR. CAPRON. | do not know of any oversight
mechanismthat will reach to the eventual cost of those
t her api es.

DR. COX: Yes. But, Alex, if they are not
avai l able at all --

DR CAPRON: No, no, that is a different
argunment. That was point nunber two on Tomis I|ist.

(Si mul t aneous di scussion.)

DR. CAPRON. | amjust very skeptical about
that particular argunent.

DR SHAPIRO. Carol, and then Arturo.

DR. GREIDER. Well, | think one way to
address this is if you throw the playing field open to a
much | arger nunber of people, the likelihood of it being
particularly in the hands of any given two or three
conpanies is much smaller. \Were exactly will those
di scoveries conme fronf

If you throw it open you w den the playing

field and I think all of the things that you tal ked about
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there was certainly a wi de open playing field in terns
of , you know, who could nmake a contri buti on.

DR CAPRON: But it did not nean that the
eventual thing was accessible to all people. You have
got to show up at the University of Pittsburgh with a
check in your hand to get in the door to their transpl ant
program and yet nost of the research that went into that
was public funds.

DR. SHAPIRO. Arturo?

DR BRITO This is not what | see on a day-
to-day thing about distributive justice. | understand
your point, Alex, but ny fear is that there is not the
same anount of noney nade avail able for both the
derivation and the use of these stemcells in the private
-- | nean, in the public sector as there is in the
private sector. | really think the focus may be really
different.

An exanple of this is like mnorities --
there are certain mnority groups in this country that
are nore likely to be in the | ower soci oeconom c cl asses
and those mnority groups nmay be nore prone to certain
di seases and, therefore, if it is only available in the
private sector nore noney is going to be utilized to
study those diseases first and not the ones that are

affecting mnority groups.
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And that would be one place where we start.

DR SHAPI RO Di ane?

DR. SCOIT-JONES: | think the point that Al ex
is making is very inportant and that is that even with
public funding we may not have the justice that we would
want to see but it is still a goal to which we aspire
even though it is not operating the way it should right
now with federal funding. There are still inequities.
There are still injustice. But | think we have a better
shot at it, Alex, if we have public funding than if we
only have private funding. But you are exactly right,
there is not justice right.

DR. COX: There is no guarantee.

DR SHAPIRO Larry?

DR. MIKE: | just have to respond to
Arturo's scenario because |I just sat on an 1OM Committee
on Mnority Cancer Research and our argunent was N H was
doi ng exactly that, not paying attention to mnority
needs but saying that cancer is cancer and we were trying
to change the mnd set. So it does not guarantee that.
The public side can be just as biased as the private
si de.

DR SHAPIRO Well there are -- like in nost
areas there are no guarantees, including all the ones we

have - -
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DR. CAPRON. W just do not have a very good
hi story here.

DR SHAPIRO. Yes, | understand the issue and
accept that. | think -- Bette, | have a few coments to
make.

DR. KRAMER: No. | was just going to say --
| nean, let's not |lose sight of the fact that if it is
federally funded, the NIH is going to apply for that
patient just as quickly as any private conpany would. It
is going to be held by a public body but it will be
pat ent ed.

DR. CAPRON. They are under a congressiona
mandate to |icense those out which nostly end up being
licensed to private conpani es.

One thing that was not on Toms |list was the
point that | heard Larry make and then Carol underlined,
and that was the inability of certain categories of
peopl e even to do research in the area because their
university will not accept it and, of course, the point
that we have had a dozen tines, which is the entire
Nati onal Institutes of Health may find itself at a huge
di sadvant age for the sane kinds of reasons.

DR MJURRAY: | had neant that to be included
under the poorer science, slower science category.

DR. CAPRON. Ckay.
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DR. MJRRAY: But it is a very good and
specific point that I think we ought to nake forcefully.
Thank you.

DR SHAPIRO Larry?
DR MIKE: To end this discussion on derivation versus
use, | know we are focusing on only one aspect of it al

but renenber there are ethical differences in the |IVF

enbryo -- excess enbryo argunents. It is not as though
we are saying -- | nean, there is an ethical distinction
bet ween creating -- at least on ny part -- creating an

enbryo for research purposes versus using enbryos that
woul d have been discarded so it is not just that. That
has to be factored in.

DR, SHAPIRO. Tonf

DR MJURRAY: | amafraid | have to share
Alex's view that we are not going to sort of necessarily
advance substantially access to therapies by maki ng sure
that the basic research is funded publicly. 1 think that
is the track record. His report of that is accurate and
real l'y indisputable.

But | -- there was a part of Arturo's
argunment that | think we can pick up and actually | think
it isright. Nanely that in the basic science phase if
the support is going to be all directed towards -- if it

is going to be funded privately and not through public
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funds then -- you know, conpanies that are basically
notivated by profit naxim zation are going to pursue even
at a basic research | evel those things where the biggest
profits lie and they may not |lie, you know, where -- you
know, inpoverished segnents of the Anerican popul ation
are.

A wrinkle cream m ght be much nore l|ucrative
than, you know, a life saving |ine for sone subgroup of
Aneri cans just because there is a | ot nore noney in
wrinkles than there is in saving the |lives of poor, and
fill in the blank.

So I think you can take a piece of Arturo's
argunment and say, look, it probably -- and | think it is
pl ausi bl e -- probably having public funding of derivation
to the extent that derivation determnes the |ines of
basic research may, in fact, have |onger term outcones
that are nore di sposed towards justice than -- towards
di stributive justice than if we left it totally in the
hands of private industry.

It is still going to cost noney at the end to
buy the products but at |east the basic research is nore
likely to happen.

DR. SHAPIRO All right. I think we have
tal ked in some sense enough about this issue and sone

very good points have been made, which will certainly
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enable us to articulate the argunents in a nore effective
and sophisticated way as we cone down to this. Again
let's tal k just about derivation now, the uses as we have
said we were all agreed on.

Each one of us can balance this in their own
way and there are interests on all sides. There are
i mportant interests on all sides and there is no way to
accommodate all of them And so we will just have to
make a deci si on.

| would Iike to take -- | nean, | do not want
people to make a final decision until we have articul ated
the argunents in sone appropriate way and so | am not

asking for that because these things are related to each

ot her. But just -- | would like to get a feeling just
as to where the conm ssion is -- where their views are at
that nonment pending seeing the final argunents here -- on

whet her or not we ought to make derivation also eligible
for federal funding assum ng the sources are appropriate
and so on and so forth, and we have the regul ati ons and
oversight in place. That is all a part of it. Let's not
go into details now.

I, nyself, as | said all along, still favor
that and making it eligible. Let's see who else feels
that way at least currently just to get a sense of the

conmi ssi on.



© 00 N oo o B~ wWw N P

N NN N NN R R PR R R R R R
gag A W N P O © 0o N oo 0o~ W N - O

181

(A show of hands was seen.)

DR. SHAPI RO Ckay. Again we wll cone back
to look at this nore carefully when the tinme conmes but it
seens that there is, you know, an extrenely substantia
majority of the comm ssion that feels that way.

DR. BACKLAR: | think there is an inportant
i berty issued enbedded in that.

DR. SHAPI RO Yes.

DR BACKLAR: That | do not want us to -- do
not want to have it escape before there is sone thought
given to it.

DR. SHAPIRO Right. For any -- you know, we
-- as we begin to wite our final reconmendati ons here,
any suggestions such as this one, issues or argunents
whi ch you think we ought to nount or issues we ought to
articulate please let us know W wll definitely
i nclude them but you have to wite them down. That is
the rule. W have got to wite them down because

ot herwi se we just cannot keep track.

Bette, | amsorry.
DR. KRAMER: No. | have a comment and a
question. First of all, the first page of chapter three,

in the second paragraph, the text spells out a |lot of the
argunments that could support federal funding of

derivation. Although I think there have been additiona
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argunments made today that could flush that out even nore
so but | wondered is it possible to ask -- | do not want
anybody to kill ne but is it possible to ask that the
staff draft the two strongest argunents on both sides of
this issue and put themout for comm ssioners? | nean, |
woul d |i ke to have sonething in front of ne as | consider
this and make a deci sion.

DR MJURRAY: (Cood i dea.

DR. SHAPIRO | think we may try sonething
like that. | take the point. W are going to have to
see just what things we have to get acconplished between
then and now and only take on those things we can
actual Iy do.

DR CAPRON:. Between now and tonorrow
nor ni ng?

DR SHAPIRO. So we will see what we can do.

We m ght need to put a group together to really -- we
may need to put a group together to think about this. |
do not think -- ny own reaction was to the nunber two --
because | think different people would weight the
di fferent argunents as nore inportant than others.
think the attenpt to lay out the argunents on both sides
i's inportant.

DR. KRAMER: Ri ght.

DR. SHAPIRO And that is what we will try to
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do but I would not want to limt it to two because what |
think is the nost inportant soneone else mght think is

the |l east inportant, and so on. But to lay out the

argunments, | think, is inmportant. And in our report as
wel | .

kay. Thank you very much. | think that was
hel pful .

Now we can -- there is a section that begins

on page 17 and | know that we are skipping sone pages
here and again | know I, nyself, have sone reservations
about a good deal of the text in here but |I have tried to
note them down for the staff. |If everyone else would do
the sane that woul d enable us to reflect any particul ar

i ssues that you have in mnd.

But there is also, | guess, associated with
what we just were tal king about was a recomendati on on
the top of page 16 and that is just maintaining |oca
review and national oversight. | amgoing to go by that
for right now W all agree there ought to be sone |oca
review and national oversight until we come to actually
articulating what that is. | think that is not a
controversial issue but just what that national oversight
is has to be articulated carefully and that we have not
done yet so we will come back to that as appropriate.

There then is a section on inforned consent
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whi ch begins on page 7 and there is then a recommendati on
on page 18 which tal ks about consent.

Comments or questions with respect to that
recommendat i on?

Ber ni e?

DR. LO | would urge us very strongly with
regard to infornmed consent to say a | ot nore about the
probl emati c nature of inforned consent in the assisted
reproduction setting. The 1994 panel had an extensive
di scussi on of about how dependent wonen and couples are
in that situation. | think not to at |east refer back to
that and reaffirmthat -- | think would -- it is de facto
a weakeni ng of protections for wonen and coupl es who are
donati ng these.

| also think that because this is likely to
be a controversial issue, we should really err on the
side of denonstrating that we are aware of the potentia
pitfalls.

Finally, | think that sone of the concerns
that were raised in the nenpo that was circulated at | unch
regardi ng special concerns that before consenting wonen
and couples be explicitly infornmed of the option of
donati ng enbryos for inplantation be part of at |east the
supporting text.

I think that how the consent is done in this
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setting with particular care for the things that nake
this kind of consent even nore problematic than consent
in other settings is inportant to try and spell out
because | think it is one of the things that will tend to
reassure people that this will not be m sused or abused.

DR SHAPIRO.  Trish?

DR. BACKLAR: | agree because | think this is
the area where we have to show very precisely how we
respect the people who are giving and donati ng and that
these are -- this is the -- these are the subjects that |
am concerned about protecting.

DR SHAPIRO. Bette?

DR. KRAMER: | think that there is another
corollary to that and I think one of the recurrent thenes
when we were doing the cloning, and it keeps com ng up
again, is the danage that is done by the fact that the
| VF industry is not regul ated nor overseen. | nean, just
-- it was interesting that we could not even get
statistics, valid statistics, to cite.

| think that this is an opportunity to
capture in the text sonme reference to that and to the
fact that it is -- for that reason it is all the nore
i mportant that the infornmed consent is perceived to be
really spelled out quite carefully.

DR. SHAPI RO Thank you. O her questions or
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conments? Al ex?

DR. CAPRON. Yes. | think we ought to, as
part of that process, entirely agree with the points that
have been made. Al so draw an anal ogy to the staged
process with fetal tissues that is already part of the
| aw t hat we are reconmendi ng be extended for fetal
transplantation into this area because it seens to ne
that the strongest argunment we have at the nonent for the
anal ogy is the anal ogy between the al ready aborted fetus
and the decisions that will be nade about its disposition
and the enbryo which is not going to be inplanted by this
couple as part of their own fertility effort and as to
whi ch there are several options.

It seens to nme that we mght even -- and | do
not know whether this is at a discussion level or a
recommendation level -- say that the real branch is the
deci si on between donating for inplantation with another
coupl e and discarding or allowing it to be used in
research because once the decision has been nade not to
allow inplantation then the enbryo is in a condition
which is closest to, although not identical to the one
which is already permtted for the fetal tissue.

| think drawi ng that anal ogy woul d be
strengthened if we said that the consent process, the

deci si on maki ng process, should be staged in that



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

187

fashion. And | do not think -- | nean, | agree with
Bette that there is not nuch of a handle yet on the
fertility field but it would seemto ne that the case
that we are being norally scrupul ous and think that the
process should be a norally scrupul ous one is increased
if we spell that out and suggest that the regul ations or
what ever that woul d conme out to govern the process
actually require that step-w se process.

DR. BACKLAR: So nmay | ask sonething? 1In a
sense then what you are saying is that people should be
asked what it is they want to do. Do they want to donate
or do they want to discard? And then you ask when they
once say they want to discard then you ask for research -
- if you can do research on them because in a sense at
that point the enbryo is dooned. So that would be the
next step. You would not say discard or research at the
sane tinme.

DR. CAPRON. Right. That is right. You
woul d be you donate for fertility purposes for
i npl antation with another couple or not.

DR. BACKLAR:  Yes.

CAPRON:  And if not --
BACKLAR  Ri ght.

T 3 3

CAPRON: -- discard, allow for research

on fertility, allow for research with enbryonic stem
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cel | s.

DR. BACKLAR. | would go for the discard. |
woul d not go for the research. | would say anot her
coupl e or discard.

DR. CAPRON: Initially.

DR. BACKLAR:  Yes.

DR CAPRON. But if --

DR BACKLAR: And then after --

DR. CAPRON. -- they say discard --

DR. BACKLAR: -- then you can do it.

DR. CAPRON. Yes, that is right. That is

what | am sayi ng.

DR. BACKLAR  (Ckay.

DR. SHAPIRO There is a couple of people --
is it right on this point, Bernie?

DR. LO Just as a point of fact, the options
are not those at all. The options are either to keep it
in deep storage for another year by payi ng your annua
storage, which is what nost couples elect to do.

DR BACKLAR | agree.

DR LO But I think we really have to round
off the options to say that either you donate it or you
discard it really does not do justice to --

(Si mul t aneous di scussion.)

DR. BACKLAR: | agree. | just did not want
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to ask for research until you had established that it was
goi ng to be dooned.

DR LO But I think it is exactly this kind
of shorthand that we use, very understandably, which
tends to give the inpression that we are not even
supporting what, in fact, is the option nost people would
-- nost peopl e nmake.

DR. CAPRON. | agree with you. The phrase
that I was using was once their own fertility project was
over, they had -- they were done with cells, the enbryos,
the question that Carol raised a long time ago when we
were first talking about this, | believe it was Carol,
was there can be tines earlier in the process when any
particul ar enbryo is found to be not usable at all for
anybody's inplantation but it is an open question as to
whether it mght still be successful as a candidate for
ot her forns of research

Now | am not clear whether the kinds of
barriers that existed for inplantation were ones which we
strongly believe are not barriers for the other. [If it
is a question of the cytoplasmof the egg, it does not
|l ook like the egg will inplant. | nean, is that the kind
of judgnents that are being made? Am | right to say that
you brought this up?

DR GREIDER: | think it was Kathi.
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DR CAPRON:. Ch, Kathi. Excuse ne, Kathi

DR HANNA: | wunderstand. Wen we talked to
| VF providers they said that there are certain indicators
that they ook for. Once the fertilization has occurred
in vitro, they then nonitor the -- what is going on and
there are certain things that they can tell that give
them a good indication of whether this is going to be a
good enbryo to transfer.

They are doing this because they obviously
want to increase their success rates and so they are
devel oping a | ot of techniques that help themto predict
which will be the nost successful. They then discard
those that they do not think neet their criteria for
i npl ant ati on.

DR. CAPRON. And did they answer the
addi ti onal question of whether the things that nake them
not good candi dates are ones which nean they are not
likely to replicate even to the bl astocyst stage
successful | y?

DR. HANNA: Wl |, we asked Dr. Sander Shapiro
that question in Chicago when he cane and he said that it
is hard to tell. The things -- obviously we know t hat
vi abl e enbryos do not inplant. W know that that happens
all the tinme and it has something to do with the

i npl ant ati on process.
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So his answer was that it is very possible
that sonme of those enbryos woul d produce stem cells that
woul d be useful that has nothing to do with their ability

to inplant in the uterus.

DR. CAPRON: | understand that but that is
sort of -- those are two answers. That is to say we know
that many -- in the state of nature as well as in the

infertility clinics, many enbryos that are inserted do
not inplant. Now the question is are the techni ques

whi ch are now being used to sort out the ones which they
regard as eligible for the process of an inplant attenpt,
are those ones which mrror that so they are naki ng good
predi ctions or do they just -- they just do not know at
this point.

DR. HANNA: | do not think they know.

DR. SHAPIRO That is the inpression | got.
They just do not know.

DR. CAPRON. Well, 1 think we ought to take
account of that category which is separate fromthe -- we
are in the mddle of our fertility project and we have
t hese eggs which are -- the doctor does not think we
shoul d use. Wat do we do with then? | nean, these
enbryos. And then where at the end of the project we
have made the decision that we are not storing these

anynore because we do not want to use them W are now
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confronted with the i ssue do we want to donate them for
fertility purposes; no, we do not. Do you want to

di scard them or woul d you donate them for research

pur poses at that point becones the question.

DR. LO O preserve them

DR. CAPRON. Well, 1 was taking the end of
our fertility process being already that question. So,
yes, that is a prior question.

DR. SHAPI RO  Bernie?

DR. LO What about the scenario of you are
goi ng through an I VF cycle, you are told there are seven
| VF enbryos in the Iab, of which four are A's, two are
B's and one is a D and probably would not inplant. There
are concerns one needs to think about, about how free and
informed is a consent that is given in that context.

First of all, you may be extrenely unlikely
to say no to your |VF doctor because you are so dependent
on that doctor for how soon you get in for the next
cycle, all kinds of little extra things on how flexible
they are going to be to adapt to your schedule. So there
may be even nore of a sort of inplied or whatever sense
of not being able to say no than there is in any other
clinical investigation where the principal investigator
is al so the personal physician of the patient.

Then there is also sort of the tine factor
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that, you know, typically these decisions get made in a
matter of hours to a day and at that tinme it seens to ne
that the woman and couple are very vul nerable to how many
of these are the ones do I inplant, is this going to

wor K.

So there are |lots of concerns here about,
yes, you may be able to use sone of those enbryos but the
nature of the consent you would get are so problematic
that you woul d not want soneone |ater on to say, gosh, if
| really had known all that | now know a year | ater about
what this all involves | would have nade that sane
decision | was called upon to nmake in a relatively short
period of tinme. So that is the kind of conplexity of
getting informed consent in that situation. | think we
need to just be aware of it.

DR CAPRON: Well, | nean, the notion that
there is nore information that one gets about one's past
choices is not unique to this area and fromthe famliar
experience of buyer's regret and onwards, we all have
situations like that. But | think the concern you raise
is a real one.

If I were trying to deal with that as a
practical matter | would say that |IVF clinics ought, if
they use a process of sorting the A's fromthe D s or

what ever, to tell people up front that they use that



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N - O

194

process, to tell themthe kinds of considerations and why
they believe in their clinical judgnent that they would
not feel confortable inplanting a Din this couple or
anybody el se.

And then tell themwe will notify you when we
are in the mddle of this process how nmany enbryos have
been established and we will tell you if there are any
that we are not planning either to inplant or to freeze
for future inplant because we think they are not -- and
at that point we will ask you several choices that you
can make. W think you ought to be thinking about those
now and ask us questions about them the kinds of things
t hat woul d go on.

Frankly, | would be -- | would think it would
be |l ess coercive if the research the person was being
asked to consent to was research unconnected with the
fertility center for which the fertility center and the
couple will receive no conpensation whatsoever than if
the fertility center says and by the way we can |learn a
| ot about infertility and we would |ike to use these for
research. At that point the sense of obligation and of
sayi ng, yes, of course, you can use themto your own
doctor when you want that doctor to be a better fertility
doctor, et cetera, et cetera, would be greater. So in a

way this category of research could be | ess problenmatic.
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But | agree that -- | think that we ought to
say sonet hi ng about that and my suggestion about how to
do it would be advance preparation for the thought
process so it is not sonething you would first hear of
and by the way we have to know in half an hour because
the enbryos will not, you know, be good after that or
sonet hing, which | do not see why that should be and we
could not just freeze them and unfreeze themto discard
themor to research them

DR SHAPIRO Jim and then Trish.

DR. CHI LDRESS: The points | was going to
make have al ready been nmade better than | woul d have nade
them so that is good.

It seens to nme that this has been a really
ri ch discussion and connects well with the overal
concerns we have about voluntary and infornmed donation or
consent in this area. But | guess if we are thinking
about this overall area of what to do with the enbryos
remai ning after infertility treatnents and we had the
initial discussion of derivation and use that went
t hrough review and then infornmed consent.

It seenms to ne that we still are not
addressing in this area sonme of the concerns that were
rai sed in previous sessions about the -- sonme way to dea

with the difficult question of the -- perhaps the
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i ncentives that centers mght have in fertility clinics
totry to get -- increase the nunber of spare enbryos to
be avail abl e.

Is there any way we can address that under
this headi ng because it seens to ne to have been one of
our constant concerns.

DR. BACKLAR. | amnot going to answer you
exactly but one of the concerns that we have not dealt
with here is that actually it is these couples who are
going to be funding this research because they are paying
for their infertility treatnment and so it is costing them
and we are going to benefit fromwhat they have paid for.

And | amnot certain -- | just want to lay that out on
the tabl e because | do not have any solutions. | just
want us to be aware that that is going to be another
factor in here.

DR. SHAPIRO That does not really -- well, |
want to get back to Jims question, also, which is the
question of whether there is anything we can do to
el i m nat e excessive production of enmbryos, which | think
is an inportant issue.

The issue you have raised, Trish -- | nean,
this is all going on now and there is no use for this
material and they are still paying for it.

DR BACKLAR: Right.
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DR. SHAPI RO Whatever the charges are. 1 do
not know what they are. And I do not think there is nuch
reason to believe that the charge would increase with
this. So it does not strike ne as a -- | understand the
poi nt you are maki ng but --

DR. BACKLAR: | do not want it to go under
the rug because sonebody else is going to pick it up and
DR. SHAPIRO That is all right.

DR. BACKLAR: -- and nmaybe what is inportant
is the charges do not increase for this. | nean, it nmay
be as sinple as that to deal with it.

DR. SHAPIRO Jim on the other question you
-- excuse ne.

DR. CAPRON. Could | address Jims point?

DR. SHAPIRO Yes. Gkay. Go ahead.

DR. CAPRON. Jim | think that we ought to
di scuss the issue. | do not think we have any very
ironclad answer for it. |If there were clear standards in
the fertility field as to appropriate nunbers of eggs to
bri ng about through super ovul ati on and through
harvesting then we could say that presunptively those
shoul d be foll owed and when they are not followed
presunptively the person is doing it for an illegitimte

reason. There is not any such.
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As far as | can see, we only have one thing
we can say, which is that if there is no financia
remunerati on or other val uable consideration, as the | aw
likes to say, to the fertility centers for doing this, at
| east we have renoved that kind of incentive for soneone
to produce extra enbryos as a way of increasing his or
her busi ness.

If the harvesting of additional enbryos not
only puts a financial cost on the couple if there is a
greater cost of creating 30 enbryos than there would be
20, but that puts an extra nedical risk on the wonan
t hrough the process of super ovulation, that you have to
be nore super ovul ated and have nore follicles stimulated
and so forth, and I do not know factually whether that is
the case but if that is the case then we could note that
that, too, is a deterrent to anyone who is practicing
medicine in an ethical fashion will not do sonething for
the benefit or to add risk to his patient's situation.

What nore can -- you know, this is not
sonet hi ng where we can absolutely guarantee that no
doctor is going to do this. The incentive is renoved and
the opposite incentive not to do anything risky through
the woman is there if that is a risk. There are the
consi derations that we can set forward.

DR. SHAPIRO Larry, and then D ane.
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DR. MIKE: A couple of things in addition to
what Al ex has just said. | amassum ng that the people
who are interested in doing the stemcell research are
not the IF clinicians thenselves. They are just the
source. So there is a disjunct and so there would be
| ess of an incentive there.

My only comment -- | amsorry | stepped out
for a second but the way this recommendation reads it
says after the infertility treatnent has ceased and then
| came in at the tail end where we tal ked about what
about those | ess than perfect eggs. Don't we really nean
when the couple no | onger has any use for a particular
enbryo? That would seemto then nore or |less finesse the
i ssue about the interimsteps where you m ght have
defective eggs which research may | ater on show that they
are not viable as babies but they are good sources for
stem cel | s.

DR SHAPI RO Di ane?

DR SCOIT-JONES: | have some concerns about
the subtle coercions that could exist for individuals or
coupl es undergoing infertility treatnent because if you
just look at the |anguage that we use, we tal k about
bei ng gi ven the opportunity to consent to research. e
tal k about altruistic notives that deserve recognition as

well as the intent for procreation. | think there is
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just enornous possibility that people m ght be subtly or
not so subtly coerced into donating enbryos or perhaps
into thinking that it is a good thing to create excess
enbryos so that they could be donated for research
because you m ght hel p us cure cancer or other disorders.

So | think there are enornous probl ens that
per haps we shoul d acknow edge even though there nay be
not hi ng that can be done about them You just have to
trust that people will be fair and that people will not
use these tactics to coerce others. But | think we
shoul d acknowl edge nore the possibility of subtle
coercion in that process.

DR SHAPIRO Well, it is clear that we need
in this area to have sone expanded text here to cover al
the various issues that cone up here. | amnot going to
try and sunmmarize themat this tinme. There is -- | think
sonme of you, if you have not | ooked at it already, m ght
want to | ook at it again.

There is an interest in a segnment of the
poi nts of consider docunent that is at the back of this
thing on informed consent which really highlights a | ot
of other issues that have been raised here and what this
di scussion tells nme is that we have to find a way to
organi ze that and the comments that are nade here and put

it inthe text to nake everyone who reads this sonewhat
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nore sensitive to these various issues that have cone up

Davi d?

DR. COX: So, | nean, | nmay well be way off
base here and | certainly appreciate the kinds of
coercions that can happen but | do not really see that
bei ng the main issue.

| nean, | think that there are so many
enbryos in storage right now and so nany enbryos
avai | abl e that unless there was sone thenme or econonic
reason for an assisted reproductive technol ogy
professional to do this, | do not see that the notivation
is going to be there to drive themto do that at all. So
| think there are many ot her reasons to do it and nany
ot her concerns that | woul d have about getting enbryos to

establish stemcells.

So the -- again it is putting where the
priorities are, where the greatest risks are, and ny
point is | do not see this as the greatest risks or harns
to peopl e.

DR SHAPI RO Al ex?

DR. CAPRON. One nore point. At our first
session with Harold Varnus about all this, he put forward
t he suggestion that we consider that the noral status of
certain enbryos would be different if they had been

created for research, and we have not gone with that and
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| think wisely so but there is a flip side of that.

And that is that where peopl e have created
enbryos for the purpose of trying to create children
think that one of the safeguards on all of this if they
are at all part of the consent process that is at al
i nformati ve and not unusually coercive, and | agree with
David's coments, is their own attachnment to the
potential that they thought those enbryos were going to
be.

And | do not think that the people are going
to lightly make the decision to discard those enbryos in
the first place and | think that they are not likely if
they decide they are not going to use themto go to the
poi nt of not offering themfor inplantation for others
but for people who think that is not the course they want
togo | think in a conscientious way they are the
great est saf eguard agai nst abuses here.

I think we should tal k nore about that and
acknowl edge it. It is a reason why and a way that the
so-cal l ed excess enbryos, which kind of has a certain
awkwardness to it as a phrase, goes back to the point
that these were ones that people are going to nake,
think, very conscientious and cauti ous deci sions about,
and | would like to see us say that.

DR. BACKLAR Yes. And this is one of the
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real areas. This is a liberty issue. That is going to
be a group of people, who if they wish to donate and have
t hought it through very carefully, offset the group of
peopl e who think this should never occur.

DR. SHAPIRO (Ckay. We will produce sone
material here reflecting these issues.

Let's go on just before we -- we will break
in a few m nutes.

| do want to say also a word about the issue
that Jimraised, that is can we do anything about the IF
and any incentive they may have to excessively produce
enbryos. | took it that was your concerns. And | also
have a concern in that but | do agree with Alex's
response. | think the only thing that will reach that is
pr of essi onal standards and openness.

W have nade sone -- not we, that is the
country has nmade sone progress in this but not enough.
And that really is, | think, the place and, in fact, I
woul d see nothing wong in the text with acknow edgi ng
that fact,and w thout making a specific recomendati on,
to just highlight this fact in sone way that this is
sonething that at | east deserves attention because |
think it is a real issue. | think we should find sone
way to reflect it.

Al right. Let's go on. Also on page 18,
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sonet hing which is raised as a conclusion but in any case
| amnot going to read it out loud. You all have it
before you. But are there any conments or question on
that? Al this is going to be restructured so that |
think this should state sonething -- restate it.

Yes, Carol ?

DR. GREIDER. Well, this gets back to
sonething | discussed this norning. The first sentence
there sinply states as a conclusion, "At this tine there
are not persuasive reasons to provide federal funds for
t he purpose of nmaking enbryos solely for the generation
of human enbryonic stemcells.”

| would feel much nore confortable if we
separate the issue of somatic cell nuclear transfer from
in vitro fertilization to create enbryos as two
conpl etely separate topics here and deal with them
separately because | think that there are sonme very
strong argunents for the somatic cell nuclear transfer
possibility.

We can nmake those argunents and then naybe we
do not agree with thembut |I think to sinply state at the
outset that there are no persuasive argunents, | disagree
with that.

DR. BRITO Second that.

DR BACKLAR:  Yes.
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DR. SHAPI RO D ane?

DR SCOIT-JONES: As | read the sentence that
Carol was just referring to and | go back and reread the
sections that just preceded that it seens to ne to be
very inconsi stent because we have just very persuasively
that there are altruistic notives that woul d cause people
to want to contribute to knowl edge about infertility,
cancer, genetic disorders. W have tal ked about research
-- participating in research by donating enbryos as being
an opportunity and then we turn around in the next
sentence and say we are suggesting, although not saying
it outright, that there is sonething wong wth meking
enbryos solely for the purpose of generating stemcells.

It seens that we have just conpleted our
statenments about the altruisminvolved in donating
enbryos to research. Those seemto be very inconsistent
and | do not know what ny own view is about this
particul ar issue. You know, | have thought about it
quite a bit but I think at the | east we need to have nore
consi stency than there is between these two parts of the
report.

DR. SHAPIRO Larry, then Arturo, then Eric.

DR. LO | amsorry but I do not see any

i nconsi stency between the two positions. In the first
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case the couples are trying to have babies and in the
failure with sone of the ova, the fertilized ova, to have
a baby or in succeeding in others, they have excess
enbryos that woul d be di scarded. The question becones
what is a use for that that is to the public good in

whi ch they can -- that they would give their inforned
consent .

In the other case you are asking themto
produce enbryos not to have babies but for research
purposes. So | do not find themat all inconsistent to
have them stated this way.

DR, SHAPIRO. Arturo?

DR. BRITO Yes. The inconsistency is in the
way it is witten so it makes it sound like it is an
i nconsi stency but | think the key here is to enphasize
what we are tal king about is a bal ancing benefit, you
know, to society versus wasting enbryos that are |eft
over in excess.

But the way | read this is that what we are
saying here is not to make enbryos just for the research
itself but if the enbryos already exist and either
through electively aborted -- well, the stemcells
through el ectively aborted fetuses or |IF then, therefore,
those are okay to use but let's not go naki ng new ones

fromsomatic cell nuclear transfer or from encouragi ng
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peopl e to have excess enbryos made through |IF.
So |l think it is just the way it is witten.
| think it is just the wording and I do not think it is
I nconsi stent.
DR CASSELL: Harold, |let her make her next
coment so | can answer both of them

DR. SHAPIRO M. Cassell yields his tine to

DR. CASSELL: Tenporarily.
DR. SHAPIRO | was going to say the

gentl eman from New York but | did not know if that was an

oXynor on.
(Laughter.)
DR CASSELL: Now | have several comments.
DR. SCOIT-JONES: | would urge us to think
about this again. |If you have a procedure that each tine

it occurs results in excess enbryos that need to be

di scarded or saved for inplantation in another couple or
in the donating couple at a later point in tinme, if every
time that procedure occurs there are excess enbryos then
you have to admt that we always have the possibility of
doi ng what we are saying is not acceptable and that is
that enbryos are created with the goal of contributing
themto research because the one procedure each tine it

occurs results in those excess enbryos.
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And if you have a situation where people are
told that it is altruistic to give those for research
then you are already doing that, and I think that we are
not bei ng honest in what is occurring here.

DR. SHAPIRO Eric, and Carol afterwards.

DR. CASSELL: Well, first of all, we mght
use, Alex, the word "remaining enbryos” and that would
sol ve that excess probl em because they are renaining
enbryos. There may be an overlap. |In other words,
sonebody may produce so many and you say, well, listen,
we al ways have renmi ning enbryos, and that was really
underlying that was done for research purposes.

But, nunber one, that is not necessarily true
and, nunber two, you can have good reasons for having the
enbryos but al so good reasons against them So it is not
sinply that, oh, well, those couples ought to be able to
as altruistic in the pronotion of research as they were
in their pronotion of fertility. But on the other hand
there are objections to the research and the enbryo
produced for research that are not as -- that are much
stronger than those for remaining enbryos.

So it is not just one factor. So you are not
bei ng i nconsistent at all to allow that there are sone
things that are agai nst you doi ng sonething where in

anot her situation because things are different they are
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not against it. | do not see that as a problem

DR SHAPIRO Carol ?

DR GREIDER. | tend to agree with Di ane.

DR. CASSELL: That was gentlemanly, wasn't
it? You know, we can |learn. W can cone to Washi ngton
and |l earn how to be a gentleman in Washi ngton.

DR GREIDER. | yield the first 30 seconds of
nmy comrent to the gentlenman from New YorKk.

(Laughter.)

DR. GREIDER  Since he took the m ke away.

(Laughter.)

DR SHAPIRO. You al nost nade it, Eric.

DR. GREIDER. | agree with a |ot of what
Di ane said that if we are tal king about altruism and
peopl e doing things for research, it starts to |lead you
down the path that makes ne reconsider why I, and | know
ot her people are unconfortable with the issue of creating
an enbryo for research purposes. So that is why | divide
these into two categories of the in vitro fertilization
or the somatic cell nuclear transfer.

And | ask nyself the question if we are
tal ki ng about, for instance, the somatic cell nuclear
transfer with the aimof making particular tissues from
enbryonic stemcells, what is it that nakes ne

unconfortabl e about that research. Wat if there were
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conditions for doing that transfer such that this enbryo
is not ever going to be a viable being?

What if you have culture conditions where you
have a particular factor that will cause it imediately
to differentiate down a particular pathway so that it
actually is not capable of becom ng a person? Wuld I
feel differently then that | am you know, creating a
person that then would be used solely for research?

And | am not sure exactly where | would cone
out here but | can see the argunents are not a cut and
dried kind of argunent, especially if you get back to
what Di ane was sayi ng about people's reasons for donating
for research purposes.

So | would just like to sort of revisit this
i ssue about what exactly the distinguishing
characteristics here are about this category and are they
really one category or two categories.

DR. SHAPIRO Let ne just nake a few comments
before -- there is a |ot of people who want to speak and
I will recognize everybody as soon as | can.

One, the word "solely" is very inportant in
that recommendation. Wether we |ike the other words or
not is another matter but the word "solely” is in nmy view
an extrenely inportant aspect of this which certainly

serves to distinguish this class fromothers regardl ess
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of what one feels about it. At the end this obviously is
a separate cl ass. We di scussed this norning, and | wil|l
not want to repeat again, how we canme to nmake this

di stinction between solely and not. | wll not -- you
know, ditto whatever | said this norning on that issue.

But the issue which Carol is raising now
want to nmake sure | understand. And the issue as |
understand it, Carol, is that we are not quite sure what
it is that somatic cell nuclear transfer may generate so
we do not know quite what to call it. W are sure in the
| F case what it is that is generated. That has been
studied. W know what it is. W knowit can be
inplanted in a certain percentage of cases. It nakes
sone sense to that word than the actual process.

Whereas, it may turn out that we do not know
and there is a good deal that we do not know about
somatic cell nuclear transfer, it may turn out that
whatever it is that is produced is useful for enbryonic
stemcells but not for anything el se or not for even --
can never grow into -- can never go to termand so on and
so forth under any conditions, and that is true.

And | understand that difference and | think
there is sone usefulness in pointing out in here those
di fferences because | think -- but it also highlights

anot her difference, and something we do not know a | ot
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about, period.

That is we just do not know what it is and
that raises an issue which, at |least as ny recollection
of our discussion, Fletcher raised first of all that we
know so little about it, it is not quite responsible to
proceed down this line yet in view of the other kinds of
concerns around the issues.

So where | come down on this is | certainly
understand the distinction you are nmaking and I think it
ought to be refl ected sonmewhere in here in the text or
somewhere. | have not really thought that through
carefully yet. | have not really thought about it before
you raised it. But it does not lead ne to cone to any
di fferent conclusion at the end of the day. It just puts
down a flag that says, you know, as we revisit this issue
over time we will want -- as we |earn nore about somatic
cell nuclear transfer, we may feel differently.

Now i s that inconsistent with your own
feeling about this?

DR. GREIDER. | certainly would be very happy
if that is how the report ended up comng out. At |east
I would be a | ot happier than I am now because | think
the issue is as we or other bodies revisit this issue to
separate these out as two different areas, which at this

current tinme of understandi ng, we maybe cannot
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di sti ngui sh between but we recognize that there are
certain criteria which would then | ead ot her people in
the future or us in the future to distinguish between
them But if we at the outset lunp themtogether it is
much harder -- it wll be nuch harder later on to
separate them out.

DR. SHAPIRO | am just speaking for nyself
now, not anybody el se here. | amnot talking about
conpl etely reasonabl e.

DR. BACKLAR:  Yes.

DR. SHAPI RO No anens, please.

DR, BACKLAR: M, too.

DR. SHAPIRO | have got a |ot of people on
the list. Larry, you are included. But, Trish, you are
first.

DR. BACKLAR: No, it is okay.

DR SHAPIRO Larry?

DR MIKE  Just to answer Carol, | think
there is anot her aspect which we tal ked about earlier
which I will nention and see if you agree. | think that
the reason why we feel unconfortable about recomendi ng
somatic cell nuclear transfer is that they need to create
stemcells, is that there are a | ot of people who believe
that what you create is an enbryo, and there is no

di fference between that and an enbryo created by a
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nat ural neans.

DR. SHAPIRO W sinply do not know.

DR. MIKE  Regardless of what we actually
know about that. That is one.

The second point is that, yes, there is a
di stinction between enbryos -- at |east the end pat hway
that you are | ooking down with somatic cell nuclear
transfer because of the autol ogous issue but that is a
use i ssue and we do not even get there because we are
worried about the enbryo issue in the first place.

And then the third part is the heading on
page 19 needs to be changed because there is the
possibility that somatic cell nuclear transfer can occur
into a stemcell where you bypass the enbryo and we
certainly do not -- we are certainly not saying in this
report that we want to prohibit that but the prohibition
is to create the enbryo to create the stemcell, not --

DR. SHAPIRO That is a very good point. |
conpletely agree with that. | conpletely agree with
t hat .

DR. GREIDER. That is not clear currently in
the report. W need to clarify that.

DR SHAPIRO Yes. | agree.

kay, Arturo?
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DR BRRITO | will pass right now.

DR SHAPI RO Al ex?

DR. CAPRON. | wanted to reply to D ane and
in away, | guess, | amdoing the sane thing that Arturo
and others did in reply to say you are probably right
that it is not well enough presented here but the
argunment s about choices that we are characterizing is
well justified clinically, therapeutically,
altruistically, not carrying over. | think is carrying
over to the category of enbryos made fromresearch is
true. Let ne try the foll ow ng argunent:

To the people who are nost concerned about
the creation of enbryos there is no justification for
creating human life except the possibility that that
i ndi vidual enbryo will be given a chance, will have a
chance to becone a human |ife, which is why some coupl es
goi ng through the process insist upon all the enbryos
that are created in vitro being inplanted either in
t hensel ves or in soneone el se.

That is -- that can be a fact for sone people
who take that view but who then say if you get to the
point in the process where we are not going to inplant
those enbryos we started off in good faith hoping that
each of them could becone a Iife. Now for whatever

reasons we cannot establish any pregnancy, we are giving
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up on the project, we are going to adopt or whatever, and
we do not want ot her people having our children.

It is |ike people who are at a stage in their
i1l ness where obviously they never wanted to get cancer.

They hoped that the experinental treatnents they were

under goi ng woul d be successful. | nean, the conventiona
treatments woul d be successful. And they have now gotten
to the point where they say, altruistically, I wll |et

basic research go forward and you can do studies on ne
because | hope that sonehow that will be -- sone good
will conme out of this.

That is neant by enbryos that are created for
research because at the first point that comm tnent and
that sense that we were doing it for a reason which is
beneficially potentially to that enbryo is absent from
the beginning and | think to the extent that we are
making a distinction it is nostly the distinction which
appeal s to people who woul d draw that difference.

For people for whomthat difference does not
exi st and that enbryos -- that there is nothing wong
with creating the enbryos in the first place, that you do
not need a special justification to do that as |ong as
they are not going to get to say the fourteen day stage
or so forth, then that argunent does not exist.

But to the extent that we are drawi ng two



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R
gag A W N P O © 0o N oo 0o~ W N+ O

217

categories, | think it is nostly to address that
sensibility and that view and there is that distinction.

I do not know if that is helpful to you or not because
it just never exists for the enbryo created for research
pur poses. You can never say that you did it for that
enbryo's own sake, the creation process.

DR. SHAPIRO Bernie, | have got your nane
here but I do not know if | have got it correctly or not.

DR LO | wll pass.

DR. SHAPIRO You will pass.

Trish?

DR. BACKLAR. Well, | agree with you, Al ex,
and that is why I think that I want to keep a category
that we ook at and in a sense tal k about purposely
maki ng enbryos for research and I think that we need to
address it because | think there are lots -- a great dea
in that package that one would want to | ook at. |
certainly hope that we will have a little bit of
di scussi on about it.

DR. SHAPI RO  About? Wuld you say again?

DR. BACKLAR:  Purposely naking enbryos.

DR. SHAPI RO Research enbryos so-call ed?

DR. BACKLAR:  Yes.

DR. SHAPIRO Well, it has been quite clear

where the bul k of the comm ssion has stood on this issue
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now for quite a long while. Nanely that we woul d not
make those eligible for federal funding.

DR CAPRON: At this tine.

DR BACKLAR At this tine.

DR. SHAPIRO At this tine, right. Ckay.

Let ne suggest that we take a break for about
15 mnutes and let's try to reassenble roughly at 3:30.

(Wher eupon, at 3:15 p.m, a break was taken.)

DR. SHAPI RO  Col | eagues, we have about one
hour left to discuss things this afternoon.

Let ne tell you where | would like to turn
our attention and that is | would like to revisit the
oversi ght issue, not to argue out the sane issues we
clarified this nmorning but to try to just understand in a

little nore detail what you think woul d be an appropriate

-- characteristics again, we will have to flush all this
out so | cannot describe it all in detail right now but
let me try to look, first of all, at publicly funded

research in these areas and let nme try to deal with uses
first and then derivation second, and then we can cone
back and think about just how we want to -- or how we
woul d hope to expect the private sector to be invol ved
with this.

But just for purposes of clarifying my own

thinking and for us being able to articulate this in a
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way that would be acceptable to you, let ne just try to
| ook at the publicly funded uses part of this.

What we had decided this norning is that that
woul d not be -- that whatever national oversight we have
this was not a project-by-project review. That would
take place at the local IRB |evel and all those other
| evel s that are currently established for review of
things regarding scientific nerit, informed consent, and
all the other things that are involved in | RB approval.

Therefore, the national group or the group
that we are thinking of is kind of a group that m ght
very well issue guidelines for IRB's to live within in
this area as it accunul ates experience. It would handle
the registry, that is keep the information regardi ng what
it was that was going on and nake sure it was publicly
di stri but ed.

It mght even have an audit function of sone
kind to ensure that things were going on as antici pated
but it would not be an approval step as | understood this
fromour discussion this norning. That is they are not
approvi ng individual projects. That would -- if it is
not going to take place there that would just take place
in the normal way perhaps subject to guidelines that this
group mght issue as it saw appropriate over tine.

That is what | -- nmy -- | amjust
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rearticul ating something |I think we decided this norning
if | understood it correctly.

Now i f you then transfer over in our mnds to
t hi nk about the derivation issue rather than the use
i ssue, there we wanted both | ocal and national approval
on a project-by-project basis so that in the case of
derivation we would require approval in the normal way in
the local IRB' s, et cetera, and other funding agencies if
it is publicly financed.

But, al so, expect this national group to | ook
at materials that have been presented to it and see that
it has gone through its appropriate |ocal reviews and
al so approve this on a project-by-project basis. So it
has additional functions in the derivation area that it
does not have in the use area.

Now | amjust trying to sunmarize the things
| thought we said this norning, not to introduce any ki nd
of new i deas here at the nonent. Have | sort of

refl ected our conversation correctly?

DR. CASSELL: Correct.

DR. BACKLAR:  Yes.

DR. CAPRON:  Anen.

DR SHAPI RO. The anen corner over here.

DR. CASSELL: As the project-by-project goes

on that this group begins -- this agency begins to be



© 00 N oo o B~ wWw N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

221

able to issue further guidelines so that it m ght not
have to do project --

DR. SHAPIRO That is right.

DR CASSELL: In other words, it is --
project-by-project is not the sanme as the IRB. It is to
ensure that this kind of research is --

DR. SHAPI RO (kay. Because | just think as

we begin to articulate this in detail, | just want to
make sure that we had in mnd -- what the conmm ssion had
in mnd for the use of this national organization. It

sort of conbines the registry, audit, oversight, guidance
functions in sone appropriate way and at |east for the
time being in the derivation side would do it by a

proj ect - by-project basis so it has approval authority.

It does not have approval authority in the use side.

DR. CAPRON. And when you say "registry,”
this is sone kind of a certification that the cells
derived -- any -- if you establish a stemcell |ine from
this approved project it will be certified as an approved
l'ine for --

DR SHAPIRO. Yes. | have -- in the case of
derivation that is exactly right. 1In the case of uses
what | have in mnd is just accumul ati ng know edge and
characterizations of what it is that is going and they

may, in fact, publish reports once a year or sonething of
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that nature to characterize what it is that has gone on
and what has been achi eved and so on and so forth over
time just accumul ating information about it.

Now so that part, | think, is relatively
straight forward from our discussions this norning. Wat
Il would Iike to revisit nowis the issue of how we expect
private organi zati ons or research protocols that are
funded -- not funded by the Federal Governnent to
participate in this process.

DR. CASSELL: Just a step before that.

DR SHAPI RO Yes.

DR. CASSELL: It occurs to ne follow ng our
di scussion -- our justice discussion and the inpact on
private and so forth that one of the ways in which those
ends of social distribution are net is by public
educati on by people knowi ng what is going on because that
brings to bear on private conpani es sonething that they
ot herwi se cannot do and it can open up a field and again
Al DS research is one of the classic exanples of public
pressure had a lot to do with the way that ended up being
done so | think that should be part of its function so
that the world knows what is going on in this kind of
resear ch.

DR SHAPIRO Al that, at the level we are

tal ki ng about right, seens really quite clear to ne in
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the case of publicly funded worth either on the uses or
derivation side. What about -- | would Iike to hear a
little nore about how people would anticipate or would
like this work with respect to privately funded work in
t hese areas.

Now one of the expressions we had this
norning is that we would like to encourage privately
funded efforts to participate in this process in sonme way
and at the very |east provide information regardi ng what
they are doing, at |east nonproprietary information, so
this | would Iike to hear a little bit nore about.

DR CAPRON: | threw out, and | heard a | ot
of agreenent, to the notion of it would be our
expectation -- it is not nerely a matter of encouraging.

DR SHAPIRO Right.

DR. CAPRON. It would be an expectation that
people in the private sector would avail thensel ves of
this process.

DR. SHAPI RO What does that nean in your
Vi ew?

DR. CAPRON:. To ne -- and | think it can be
stated again with an illustration of what happened in the
early years of reconbinant DNA work that an exercise of
responsi bl e private corporate behavior that to ensure

that their protocols are, indeed, neeting the sane
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standards that apply to publicly funded research,
corporations, private sponsors, whatever they are, would
submt those protocols for whatever process would have
existed if they were on the public side.

As to the derivation issue, and this is why I
asked -- and | do not think it is covered -- Eric pointed
nme to the materials on pages 26 and 27 -- | do not think
it is covered by the notion there of registry or the way
the certification process is described here.

| thought that the oversight process woul d,
in effect, assign a nunber. | nean, if you create -- if
you run a derivation process and create a cell line and
you want it to be available for use you are going to have
needed to go in the first place to this panel, submt the
protocol and show that it neets the ethical requirenents
as to consent, et cetera, et cetera.

And if it does then the panel will say at the
end of that process if you are successful you will be
i ssued a nunber indicating that you are in category A B,
C, whatever type of cell line it is, dash zero, dash one,
dash two, dash three, whatever the -- in effect, saying
this is now one which fits into the process which is
descri bed on page 27 where IRB's reviewi ng protocols
i nvolving the use of stemcells fromexisting sources

have determ ned to be ethically acceptable and certify in
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witing that the protocols will use such sources.
Well, we have to have a |ist of such sources.
That is all | amsaying. And the expectation would be
that if you do not do that you will not be on the |ist
and peopl e cannot use your stemcell lines if they want
to behave ethically.

DR CASSELL.: So, in essence, you are
regi stering the onset, the start of the cell line, like a
cell line birth certificate and then it is followed from
then on and if you do not use one of those then you are
not goi ng playing the gane.

DR. CAPRON. That is right. And you are
presunptively out of bounds. What you do is
presunptively out of bounds for anybody who in the use
process wants to behave according to this expectation
that they will only use stemcells froma certified pool

DR. DUMAS: Wio would certify thenf

DR. CAPRON. This panel. The panel woul d
certify the list and then the IRB would certify that the
person doi ng a use experinment --

DR DUVAS: On that [ist.

DR. CAPRON. -- is going to use one of the
certified --

DR SHAPIRO Kathi?

DR. HANNA: | just was follow ng up on things
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Rhet augh had said earlier, whether -- if you wanted to
put nore teeth in it you would actually require that
federally funded projects could only use cell |ines that
were in the registry.

DR. CAPRON. Well, 1| thought that was -- |
t hought it --

DR. HANNA: | just want to clarify that.

DR CAPRON: Yes, | think that is what we
want to do and the thing on 27 -- the first
recommendation there is not strong enough to make that
clear. | would agree to strengthening it.

DR. SHAPIRO | think ny notion here is it is
required for people using federal funding and we --
what ever the appropriate | anguage of expectation is that
we can work out that woul d encourage and nake it nost
likely that people who are privately funded would al so
adhere to these standards, although not absolutely
required to.

DR. CAPRON. | think we could say in that
regard that if it turns out that this expectation is not
bei ng met then Congress or state legislators if they are
concerned that such research is going on privately
funded, which does not neet the standards or has at | east
not been reviewed for neeting the standards, may wi sh to

formally require that. | would think it not a val uable
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use of our tine to get into the question of whether there
are particular difficulties on the comerce cl ause | evel
wi th Congress having that authority. | think probably it
has it but right now the authority of Congress over the
activities of states nmuch | ess over private individuals
is --

DR, SHAPI RO. Questionabl e.

DR. CAPRON. -- questionable.

DR. SHAPI RO New y questionabl e sonehow.

kay. That is very, very hel pful.

Let ne ask a nore particular question. In ny
m nd, as we have been thinking about this, one of the
criteria | kept going over in ny mind is | inmagine people
applying for either the -- let's say the use of stem
cells, whether so-called enbryonic germcells or the
enbryonic stemcells. One of the criteria was that, in
fact, one needed those cells to do whatever the project
was and that this was not just a nere matter of
conveni ence, that they actually needed it and the sense
that it could not be performed by using sone alternative
scientific procedure.

Now | thought it was probably a good idea to
build something |like that into the recommendati ons at
sonme appropriate point and it is not in there -- at |east

it is not inthere that specifically in any of the
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current recomendations, at least that is ny
recol | ection.

| just wanted to nake sure as we go through
this and try to refine all this that either there is or
is not agreenent on that issue.

DR GREI DER  Agreenent.

DR DUVAS: Agreenent.

DR CASSELL: Agree.

DR BRITO If there is no alternative, that
is the only tinme --

DR. SHAPIRO That is right. And it goes
along with the general idea of -- or we can phrase it in
di fferent ways of not wanting prom scuous use, wanting to
show respect for this kind of material, and so on. It is
that kind of notivation that is at stake here.

DR. CAPRON. | think just to put |anguage on
that, respect for the process by which this material is
derived woul d be the enphasis.

DR. SHAPI RO Right.

DR. SHAPIRO Now are there any other issues
of that nature that you think we should be specifically
dealing with in these recommendati ons? Qbviously this
area, the oversight area, has to be conpletely rewitten

DR. CAPRON: Can | ask about one that is here

which | just wanted to have --
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DR. SHAPI RO Yes.

DR. CAPRON: On page 27 --

(Si mul t aneous di scussion.)

DR. CAPRON. -- as of the date of publication
of NBAC report, et cetera, et cetera --

( Si mul t aneous di scussion.)

DR CAPRON: -- cross that one out.

( Si mul t aneous di scussion.)

DR. CAPRON: No, | understand the thrust,
which is to say these people -- we have | ooked at what
t hese peopl e have done. They behaved in apparently a
consci entious fashion and attended to the kinds of things
we are concerned about and they ought to be, as it were,
grandf athered if you can grandfather an enbryo in.

(Laughter.)

DR CAPRON: | do not know whether this is
kind of a bold-faced recomendation or a comentary type
recommendation if you know -- that it would follow from
that the major reconmendati ons are that research which
precedes the effective date of any -- not of our report
but of any inplenentation regul ati ons ought to give
consideration to qualify as legitimte cell lines that
would fit within the certification. Sort of 01 of
category A and 01 of category B, these two pioneering

protocols. That strikes nme nore confortable than putting
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it up in the bold face.

DR. DUMAS: It just struck nme -- | wondered
where it canme fromand howit got there. It seens so
i nappropri ate because if these two enterprises are, in
fact, whatever, they will not have any trouble qualifying
by what ever standards have been set up and | do not think

that this group is a certifying body so | think it is

entirely inappropriate. | do not think there is anything
we can do to it to dress it up. | think it should cone
out .

(Si mul t aneous di scussion.)

DR. CHILDRESS: | think that is probably the
best way to handle it. | nean, there would be -- |
nmean, is it a case, for instance, that we have | ooked at
it carefully in ternms of all of us --

DR. CAPRON. Yes, | adopt Rhetaugh's view on
t hat .

DR. SHAPI RO  Okay.

DR. DUMAS: Anen.

DR. CHI LDRESS: | thought you were presenting
the other view, though, that --

DR. CAPRON: No. | was --

(Si mul t aneous di scussion.)

DR. KRAMER: A point of information. A

question was raised earlier, did either or both of those
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protocols go through the IRB process at their
institutions?

DR SHAPIRO. | believe so. | knowit is so
at Wsconsin but | do not -- | believe it is also true --

( Si mul t aneous di scussion.)

DR. KRAMER: So would it be necessary for
privately funded research taking place at an institution
that had a federal assurance, whatever the term--

DR. SHAPI RO  Project assurance.

DR. KRAMER: Right. Exactly. Wuld any
protocol that was going to be conducted under those
ci rcunstances at such an institution have to go through
the I RB process? You are saying yes and Rachel is
sayi ng no.

DR. LEVIN. You nean the deriving or the use
after they have been derived?

DR. KRAMER: The deri ving.

DR. LEVIN.  Deriving, yes.

DR. KRAMER: It would. Ckay.

DR. SHAPI RO  Absol utely.

Ckay.

DR. CHILDRESS: |Is that really clear that
this counts as research invol ving human subjects?

DR. KRAMER: Well, that is the question | am

aski ng.
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DR. CHI LDRESS: A |lot of people nodded yes
and | amjust not sure that that is the case.

DR. KRAMER: \Were does it say so?

DR LEVIN. You said in institutions
recei ving federal funds?

DR. KRAMER: Right. If -- well, that is why
| asked the question about these two particul ar pieces of
research. |If a piece of research is going to be done and
it istotally privately funded --

DR. LEVIN. No, totally privately funded, no.

DR. KRAMER: Even if it takes place at an
institution --

DR. CAPRON. It depends on what the
institutional's MPA --

DR. SHAPIRO That is right.

DR. CAPRON. If they are nultiple project
assurance says, as at many of the |eading institutions,
we w Il review everyone regardl ess of sponsorship and
hold themall to the sanme standard, yes.

DR. KRAMER: But that is not -- okay. That
is not uniform

DR. CAPRON. No, and it is not required
ei t her.

(Si mul t aneous di scussion.)

DR SHAPIRO. FEric?
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DR. MESLIN. This is why we drew to your
attention the recommendation relating to subpart Bin a
letter that we wote to OPRR asking for clarification of
this issue. The answer was not as clear as we woul d have
hoped because the definition of what counts as in vitro
fertilization is sonewhat ambi guous with respect to
enbryo stemcell research and it is for that reason that
we put the reconmendation relating to subpart B in there
so the answer -- the reason that you heard yes and no is
that the answer is it depends. It depends on what the
nature of the MPAis and it depends on whether an |IRB
woul d consider that to be human subjects research
whet her they woul d read subpart B in that way or not, et
cetera.

DR. KRAMER: So does this inmpact at all on
what we are doi ng here?

DR. MESLIN:  Yes.

(Laughter.)

DR. KRAMER: Ckay. Are we capturing it?

DR. HANNA: If | could just help clarify
here. You renenber in subpart B it used to be the
requirenent that if you are going to do this kind of --
do research, IVF it says specifically, it had to go to
the EAB. Well, EAB did not exist in 19 -- | forget what

date it was, 1993, | think. That section was del et ed
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fromthe regul ations so the regulations in subpart B are
now silent, in effect, about whether, in fact, if you
were using enbryos remaining frominfertility whether
there is a human subject invol ved.

Now OPRR would like to --

DR. CAPRON. No, it is -- they struck out

the EAB --

DR. HANNA: The EAB part but --

DR. CAPRON. -- but there is a super IRB
process.

DR. HANNA: But there is -- the question of
who a human subject is, is still up for grabs, | think.

We asked OPRR specifically whether the Conmon Rul e and as
Eric said the answer was --

DR. MESLIN. \Whet her subpart B appli ed.

DR. HANNA: -- whether subpart B appli ed.
The answer was it depends.

DR MESLIN. In fact, the answer was -- and
we can circulate this to the commssion -- was -- | do
not know if anyone from OPRR is here who could correct
me, | do not have the docunment in front of nme but we wll
get it faxed and circulated tonorrow -- that they
routi nely advise IRB's who have this question to consult
the regulations. | do not mean to m squote or paraphrase

i nappropriately the letter but we asked for sone specific
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gui dance and they have not had, | suppose, sufficient
time to clarify that.

DR. HANNA: It hangs on what you woul d cal
| VF research. So that is why earlier on | had said
remenber this when you cone back to tal ki ng about | RB
revi ew because it is not clear whether IRB's would
absol utely be required to review these protocols.

Now every institution can, you know, go
beyond that and say we do not really care whether it is
required or not, we require it as an institution.

DR. SHAPIRO But ny sense is, at |east
speaking for nyself, is | want to require that.

DR DUVAS: | do, too.

DR. SHAPIRO And it seens the easiest way to
do that is to go directly to the subpart B and provide
appropriate -- | do not know what the |anguage is. | do
not have any | anguage proposed but | think that our
recommendati ons ought to be structured so that it is
requi red. However subpart B or sone other regulation
needs to be nodified, we ought to suggest it be nodified.

DR. CAPRON. And that is pages 12 through 157

DR. SHAPI RO  Correct.

DR. GREIDER. But perhaps that should cone
under here where we make this recommendati on where it

comes up. Actually just nove that recomendati on.
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(Si mul t aneous di scussion.)

DR. SHAPI RO Now, we have got a simlar
recommendati on nmade before it so just nove this page
further down.

O her coments or questions regarding the
I ssues that -- excuse ne.

DR. BACKLAR It will not affect the private

sector.

DR. SHAPIRO That is correct unless they
choose to have an inpact on this or unless -- it depends
on how -- it depends on how this works out in people's

m nds and how conpelled they feel to want to conme under
the unbrella of these kinds of standards and approaches.
| think there very well mght be a difference between

| arge conpani es and small conpani es and ot her ki nds of
di stri bution.

I do not think even the private sector here
can be thought of as one sinple honbgeneous unit. There
is all kinds of units operating here and I think no
matter what we withe soneone will want to sign up to
this in spirit and others will not. | think that is just
the reality. There is nothing nmuch we do about it.

Carol ?

DR CGREIDER Just to address that. It seens

li ke the way that we discuss this in terns of having
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sonmeone to be certified that the private sector wants to
sell its cell lines to sonebody -- the vast majority of
peopl e out there would nore likely to be federally funded
researchers. |If the federally funded researchers are
required to get certified cell lines then it kind of
pushes themin a direction of wanting to nmake their cel
lines so that they are certifiable.

DR. BACKLAR. And we say that in sone way?

DR. SHAPIRO Oh, yes. That is going to be
-- that is going to be in here.

DR CAPRON. W tal ked about that a nonent
ago.

DR. SHAPIRO That is right.

DR. BACKLAR. Right. But |I nean nmake sure
that we are addressing those people who may not cone
under that unbrella. The advantages to being there.

DR. SHAPIRO | think for those people that
are doing this in order to sell themto --

DR CAPRON: To ot hers.

DR. SHAPIRO -- privately -- publicly funded
wor k at academ c health centers and so on, they wll
certainly want very eagerly to do this.

DR BACKLAR Right.

DR SHAPIRO. For those that do not have that

market in mnd at all but are doing it for other reasons
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all together there will be a m xture of responses ny
guess i s.

DR. CAPRON. You know, there is really --
isn't there a second derivative issue then here because
suppose you are running a conpany that is a biotech
conmpany. You are doing the stemcell work in-house
creating your own lines but in the end the product of
your process is sonmething that is going to go to the FDA

And there the question would be will the FDA,
Dr. Noguchi, will the FDA establish any requirenents that
sonet hi ng which ends in a product just as it has to neet
human subj ects regul ati ons and standards now, woul d have
to meet this standard that it be perforned with a
certified cell line so that even if you are not selling
them your incentive in-house is the sane.

DR. SHAPIRO If you are -- | think that is
correct. |If you are involved in a process which is now
com ng under the FDA's jurisdiction and the only part
that does not is, if course, very early on research which
may or may not end up in that area and I do not know
exactly how that works out but --

DR. CAPRON. | nean, | have a sense just from
t he reconbi nant DNA experience that there gets to be kind
of a standard in the scientific profession here and if

people are saying, well, the right thing to do is to go
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and do it and we are all under equal burden to do it,
there is no selective advantage here, we all want our
field not to get a black eye. Because all it takes is a
coupl e of peopl e doing sonething wong and Congress wi ||
cone down on themlike a ton of bricks and it hits the
whol e field. So the incentive not to do that is there.

DR. SHAPIRO (Ckay. Oher issues that
surround this oversight function over which there is a
series of reconmmendations here. | do not want to get
into specifics but there m ght be issues that have cone
up there that you want to address such as those we have
| ooked at in the |ast few m nutes.

kay. Then we will as our next --

DR. DUMAS: Can | raise sonething about the
| ast reconmmendati on?

DR. SHAPI RO,  Sure.

DR DUMAS: It does not seemto deal with
oversight. It is the last one on page 28. It says the
federal government should dedicate a part of their
i nvestnment to the study of stemcells from sources other
than fetal tissue and enbryos renmai ning. To what, for
exanpl e?

DR. SHAPIRO Well, that is not part of
oversight at all. It was not intended to be part of the

oversi ght so you are quite correct there.
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DR. DUMAS: It does not belong there but even
-- no matter where you put it, I do not understand what

it is driving at.

DR SHAPIRO. Well, the issue is -- | think
what it is driving at -- I will see if I have got this
right, I will turn to Eric in a mnute to see if | have
got this right -- is that there has been the assertion

that at |east in sone cases you mght be able to achieve
sonme of the sane results by using nore differentiated
stemcells, stemcells -- so-called adult stemcells.

DR. DUMAS: (kay.

DR. SHAPI RO But that m ght be for sone
particul ar purposes a useful alternative and would avoid
the use of enbryonic stemcells.

DR. DUMAS: (kay.

DR SHAPIRO. And that has been discussed and
referred to here today a little bit. David, for exanple,
said before that this was not the real thing as far as he
I's concerned and --

DR DUVAS: It was not what?

DR. SHAPIRO It was not the real thing. It
was not --

DR DUVAS: The adult cell is not.

DR. SHAPIRO -- really a good substitute but

that is an open issue we have to |learn nore about. So
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one of the recomendati ons here was that that is another
area for research in understandi ng which we m ght benefit
from knowi ng about. That is the basic idea.

DR. DUMAS: Right. And it seened to ne that
the place where this would probably fit better but it
needs to be reworded so it will be clear is at that point
where we are going to tal k about not using enbryos if
there are other sources that will achieve the sane
pur pose and then nmaybe the reconmendation that adult
cells mght be considered if that is what this is
i ntended to do.

DR. SHAPI RO Ckay. Larry?

DR MIKE: | do not think it is just a
sinple matter of whether adult cells can repl ace.
woul d guess that just as part of the research
i nvestigation one would want to try to do reverse
engi neering with adult stemcells to get at to see if you
can get themto a nore undifferentiated state. So it
seened to be a natural part of the whol e package of
research in the stemcell area.

DR. SHAPIRO | agree. Any other coments?
Questions?

DR. DUMAS: Can | just -- there is no concern
fromthis group about the eligibility of adult cells,

stemcells for research or is there? It seens |like the
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controversy surrounds the use of enbryos and fetal

tissue. | think we ought to settle that issue up front
and say that there is no -- you know, that we woul d
encourage -- if that is what we would want to say. W

woul d encourage the use of adult cells and that they
woul d be eligible and get that out of the way and that
they are eligible, and get that out of the way so it does
not get confused. Coming at this end, it is rather

conf usi ng.

DR. SHAPI RO (Ckay. Al ex?

DR. CAPRON. You keep sayi ng any ot her
comments, any other comments, is it possible on chapter
six to make a comment about sort of the framework of the
chapter?

DR. SHAPIRO Yes. Let's -- | want to nove
to that in a second and, indeed, sone other chapters.

DR. CAPRON. Ckay.

DR. SHAPIRO But | guess there seens to be
not hi ng el se on this oversight issue.

Pl ease?

DR CAPRON. Well, | will turnin to the
staff sone things but | thought I would raise the genera
focus of themto see if there is any consensus on this
that could be expressed through the staff about it. |

found the begi nning of chapter six hard going, in part,
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because -- for two reasons.

One, there seens to be to me too nmuch of an
attenpt to paint with a broader brush than is needed and
to pain the picture as kind of highly polarized instead
of tal ki ng about what seens to nme cones out of the early
chapters which is that there has been a prohibition on
federal funding in an area. There are now reasons to
think that certain kinds of research ought to be able to
go ahead and the judgnent of that falls within the realm
of what nost people would regard as consistent with the
special respect that is owed to any human enbryo and t hat
it is not just a group of cells.

The second reason | found it hard going is
related to that and that is the self-referential quality.
There is all this NBAC has reached the concl usion, that
NBAC recogni zes and so forth, and it is ny sense that it

is much easier to read a docunent which is witten by
NBAC i f we do not say NBAC recognizes that. If we just
recognize it, state it out, and reach the concl usions.
And all this other -- it is as though we are witing -- |
nmean, it sounds |ike politicians who tal k about
thenmselves in the third person all the tine. Naneless
politicians who tal k about thenselves in the third

per son.

It makes it harder to get to what is a fairly
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wi dely, | think, supported group of recommendations. |
nmean, we are going to have a |ot of people, | am sure,
who are upset with our recommendati ons but we do not help
that process by these illusions to the noral status of

enbryos here and then this is, you know, highly polarized

her e. I would Iike us to just get to it and not have
t he sense of wheels spinning. | amnot being very
articulate about this I will give you. And it is just me

-- | raise it nowrather than just turning it in because
if it is just me -- if other people have that reaction
want it to be expressed.

DR SHAPI RO  Sone ot hers do.

DR. CAPRON:. Sone ot hers.

DR. MJRRAY: | think Al ex nade two very
val uabl e, somewhat distinct, points. On the first point,
nanely sort of the tone of chapter six, in particular,
which is a very much -- it is on the one hand and on the
ot her hand, and spread your arns as w de as possible
because it really is sort of the two extrenes, the tone
of it.

We need to acknow edge those argunents. W
need to make sure that they are articulated well but in
the end we are probably not really addressing the
docunent that people who are here or here, we are really

addressing the argunent to all the people who are
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sonewhere in between.

So it may be nore a matter of tone than of,
you know, new argunents per se. But really let's focus
it on the | eader who is not yet absolutely deci ded one
way or another. | nean, | think that is our |eadership
and | take it that was part of your first one. You are
not al one. Another nenber of the comm ssion expressed to
nme exactly the same concern and | think that is right.

DR SHAPIRO. Jimis first and then Eric.

DR. CHI LDRESS: | agree with the points that
have just been nade and we al so enphasi zed this norning
that this chapter is too legalistic but I would al so note
that if we follow Alex's earlier suggestion of relocating
the chapters then I hope we can get rid of a lot of the
repetition in this chapter. This is hard going because
it is also repetitious and if we have the revised chapter
three on ethics noved up next to it then | hope we can
nove in nore quickly to the recormendati ons and get rid
of sone of the verbiage that is here.

DR SHAPIRO Eric?

DR. CASSELL: That is what | was going to
say.

DR. SHAPIRO Arturo, did you have your hand
up.

DR. BRITO Jimjust expressed ny views also.
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(Si mul t aneous di scussion.)
DR SHAPIRO Bette?
DR. KRAMER: Just to follow up on what Al ex

and Tom were saying, particularly on the first page of

chapter six, that second paragraph, and it does -- it
paints -- the second paragraph on the first page of
chapter six -- and it paints the debate as an insol uble

debate and | think that what we really need to do is give
recognition to the two extrenmes and then say but there is
a huge nunber of people out there in the mddle and they
are the real audience. They are our audience. Let's
face it.

DR. SHAPI RO Thank you.

DR. BACKLAR: The overl appi ng opi ni ons.

DR. SHAPIRO (Ckay. Oher coments?

DR. GREIDER. Is this on chapter six that we
are having comments on?

DR SHAPIRO  Any part.

DR GREIDER: So there were two issues in
chapter three that really stuck out to nme and | apol ogi ze
again, | have not read the one we just got yesterday but
this was very much in the one we got a few days ago.
Chapter three read to be very legalistic to nme. It read
like a | egal argunment rather than sort of a |ay person's

argunment and so that -- and that is really throughout the
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whol e of chapter three.

And the other -- there is a nunber of places,
and | have marked it up in ny copy, where we use | anguage
that seens to be extracted directly fromthe Human Enbryo
Panel to justify use of either spare enbryos or any other
source of stemcells as infertility research, that
research that would use these sources of enbryos to
create stemcells will sonehow help to permt fertility
of couples in the future. And | do not think that
that is the issue that we are getting at here at all

We are getting at stemcells for research for
a variety of different diseases not at all limted to
fertility research and it cones up again and again,
especially in chapter three, this reference to hel ping
nore people by having them overcone their fertility
problenms. | think that it is partly just because it is
extracted fromearlier reports or sonething.

DR. SHAPIRO (Ckay. | thought you had
anot her point.

DR. GREIDER. Those were the two points.

DR. SHAPIRO O her comrents or questions?

Ji n?

DR. CHI LDRESS: It seens to ne that chapter

three, and | may have made this point earlier this

norning, is actually too abstracted fromthe current
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debate in the sense that -- and Bernie made this point in
an e-nmail nessage -- that it does not really engage the
actual |anguage of a nunber of the participants,
particularly those who woul d perhaps be nost vigorously
opposed to the position we are addressing here, and |
woul d urge that the revision take account of the actua
witten comments, oral testinony, including the testinony
at Georgetown in the religious spokespersons' discussion
in order to be as clear and as nuanced and as contextua
as possible relative to where the discussion really is.

| think, for exanple, if we do that then
there will be sonme other issues that we would need to
attend to a bit. Several of those who -- at least a
coupl e of those who spoke at Georgetown, for instance,
wer e concerned about the burdening of conscience in terns
of use of taxpayer dollars in this area. A form of
conplicity that is not really addressed here. And for
themthat was a justice question. The inposition of the
burden on consci ence.

The justice discussion needs to extend in

terms of priorities as well. And it seens to ne that
sonme of the oversight points can -- as a matter of
general concern -- also be raised toward the end of this

since procedural issues are also inportant from an

et hi cal standpoint.



© 00 N oo o B~ w N P

N NN N NN R R R R R R R R R R
gag A W N P O © 0o N oo 0o M W N+ O

249

DR CAPRON:. Could | ask for a clarification
on that, Jin? | recall the argunent that was raised,
which I think you were correct, was franed in justice
terms. Are you suggesting that we discuss that argunent
and respond to it? Because as | recall the argunent, it
was i f therapies are devel oped through this neans, which
we regard as an illegitimte nmeans, we will be in a
position then of facing the hard choice of whether or not
to accept those therapies if they are the only ones
avai l abl e or forego them which is obviously a very
difficult position of conscience to be in. It certainly
is not unique to this field and | think it is an argunent
t hat shoul d be acknow edged.

| do not think it is an argunent that is
per suasi ve.

DR CHI LDRESS: R ght.

DR. CAPRON. That it is such an unjust
position to put soneone in that it is wong to (a)

t hrough federal funding the creation of therapies that
sonme people will find unacceptabl e.

DR. CHI LDRESS: No, like you, | would
di sagree with the position but it seens to ne that --

DR. CAPRON. But that was -- when you
referred to it as the justice argunent, was that the one

you were thinking of?
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DR. CHI LDRESS: That was one part of it, yes.
DR. CAPRON. Ckay.
DR, SHAPIRO. Tonf
DR. MJRRAY: | have reconsidered. The point

I was going to nake | can nake better in witing,
particularly in light of the fatigue which | see evident
in the roomso | will just do that.

DR. SHAPI RO  Rhet augh?

DR DUMAS: | think that we have a
responsibility to describe the various points of view
that have been expressed by the people who cane to
present their testinmony. 1 do not think that we ought to
endeavor to either support or refute their positions, or
even necessarily to over interpret them

| think that what we should do is based on
all the things that we heard in our deliberations is nake
our recomrendati ons and support those recommendati ons by
t he concl usi ons we have reached on the basis of all that
we heard. And that is a little bit different than taking
-- than putting the focus on the argunments pro and con
t hat peopl e presented.

Does that nake sense?

DR SHAPI RO No.

DR. DUMAS: | started out being clear and

ended up with a puzzle.
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One of the things that | noticed about the --
the feeling that |I get in reading much of the report is
that we nake -- we try to nake a strong case for what we
are about to recommend and it seens sonehow that our pace
that we are nmaking is intended to refute sone of the
positions that people have taken in relation to this.
do not think that we need to do it that way. | do not
think we need to refute anybody's position but rather to
state clearly our recommendati on, our concl usions and
recommendati ons and support that, and say what our
position is to support what it is that we have
recomended.

Now t here m ght be a thin |ine between that
but there is sonmething that has been kind of gnaw ng at
nme for a long tine and | have not been at a point where |
can really fully verbalize what ny concern was and it has
to do with -- and this is an overstatenent -- this
argui ng agai nst the points of views that have been
presented by various individuals and groups in order to
make our point. | do not think we need to do it that
way.

W need to descri be what they think, what
they said, the conclusions that we cane to, the
recommendati ons that we nade, and support those

reconmendati ons.
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DR CAPRON: But it does seemto ne a fine --
| think it is a stylistic -- there are certain ways of
witing that are nore condensious (sic) than others.
woul d agree with you that we ought not to be
argunmentative in and of itself.

But if soneone says that a particul ar course
of conduct woul d anpbunt to a grave injustice and we say
we are going -- we recommend that course of conduct, we
have sone obligation to state our reasons and our
reasons are --

DUVAS: That is right.
CAPRON:  Yes. But if | can --

T 3 3

DUVAS: But you do not have to say --

DR CAPRON: But our reasons are, in
effect -- in effect, but not stylistically perhaps, a
refutation of or at |east a statenent as to why that
position is not convincing.

DR. DUMAS: Well, yes, to us.

DR. CAPRON. Well, yes, it can only be. |
mean, we have --

DR. DUMAS: You are right. It is -- it is
saying that -- | can describe what other people's points
of view are and | can respect those and not neke it
appear as if I amnot synpathetic to their cause. It is

just that when we put all the facts together and all the
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things we know, this is where we cone out, and this is
why we are reconmendi ng this.

DR. CAPRON. But people are not neking these
argunments sinply to let us know that they have nora
views. They have a belief as to what the outconme ought
to be and by reachi ng anot her conclusion we have to at
| east have enough, as you put it, justification for our
conclusion to say why we are, in effect, not persuaded by
their position.

DR. DUMAS: And what | amsaying is a
statenment that we are not persuaded by their position
made five or six different ways is not to ne
justification for our recommendations. That is my point.

DR. CAPRON. Yes, | would certainly agree
with that.

NEXT STEPS

DR SHAPIRO (O her comments?

I will just take the last few mnutes here to
revi ew our agenda for tonorrow. The norning session, the
first session in the norning, deals with federa
oversight and we will have -- as you know from your
agenda -- a nunber of -- | think alnost a dozen
representatives fromvarious agencies to cone and share
their views on that issue and how the interagency process

is working. It is part of an ongoing inportant activity
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we have to | ook at the overall effectiveness of the
system of federal regulation in the areas of concern to
us. That we will start early tonorrow norning. W wl|
be starting at 8:00 o' clock and that session will be
chaired by Alta Charo.

I will probably not be here for the first
hour or so not because | am sl eeping | ate but because |
amtal king to a group neeting here in town, psychiatric
researchers, dealing with our previous report with
respect to nental disorders and so on. So | will join,
hopefully, as close to 9:00 o' clock as | can get back
her e.

Then we will also have a report later on in
the norning fromthe Advisory Conmttee to the Director,
NIH, fromthe Ofice of Protection from Research Risks
Revi ew Panel. That is the OPRR | ocation issue so to
speak. So that will take place at 11:00 o' cl ock.

So we have a busy norning but it does not
deal with the issue we have spendi ng nost of today on.
W will then go and see what other issues we want -- we
will save the afternoon or that portion of the afternoon
we would like to use for dealing with any foll ow up
i ssues on the stemcell issue so that we can give the
staff and ourselves as nuch direction as possible in

produci ng the next version of the report, which happens
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to happen, roughly speaking, within a week. So that is
what we will do from approxi mately 12: 00 on.

| amtoying with the idea of having a working
| unch here tonorrow so that we can finish early. | know
there are many people that have to | eave early whet her or
not we have a working lunch and so in order to keep as
many people here focused on that issue it nay be that we
will pass around a |ist and see what kind of sandw ch
sonmeone wants to have tonorrow if that is acceptable to
people. | think that is preferable and giving us an
opportunity to finish alittle earlier

kay. Thank you all very much. W are
adj our ned.

(Wher eupon, at 4:50 p.m, the proceedi ngs

wer e adj our ned.)
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